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EXAMINING REFORMS TO IMPROVE THE 
MEDICARE PART B DRUG PROGRAM FOR 
SENIORS 


FRIDAY, JUNE 28, 2013 

House of Representatives, 

Subcommittee on Health, 
Committee on Energy and Commerce, 

Washington, DC. 

The subcommittee met, pursuant to call, at 10:00 a.m., in room 
2123, Rayburn House Office Building, Hon. Joseph R. Pitts (chair- 
man of the subcommittee) presiding. 

Present: Representatives Pitts, Burgess, Whitfield, Lance, 
Cassidy, Griffith, Bilirakis, Ellmers, Engel, Capps, Green, Barrow, 
Caster, and Waxman (ex officio). 

Staff Present: Clay Alspach, Chief Counsel, Health; Gary Andres, 
Staff Director; Sean Bonyun, Communications Director; Matt 
Bravo, Professional Staff Member; Julie Goon, Health Policy Advi- 
sor; Sydne Harwich, Legislative Clerk; Robert Horne, Professional 
Staff Member, Health; Carly McWilliams, Professional Staff Mem- 
ber, Health; Monica Popp, Professional Staff Member, Health; An- 
drew Powaleny, Deputy Press Secretary; Heidi Stirrup, Health Pol- 
icy Coordinator; Brian Cohen, Staff Director, Oversight and Inves- 
tigations, Minority Senior Policy Advisor; Alii Corr, Minority Policy 
Analyst; Elizabeth Letter, Minority Assistant Press Secretary; 
Karen Lightfoot, Minority Professional Staff Member; and Stephen 
Salisbury, Minority Special Assistant. 

OPENING STATEMENT OF HON. JOSEPH R. PITTS, A REP- 
RESENTATIVE IN CONGRESS FROM THE COMMONWEALTH 

OF PENNSYLVANIA 

Mr. Pitts. The time of 10:00 o’clock having arrived, the sub- 
committee will come to order. The chair will recognize himself for 
an opening statement. 

Today’s hearing is an opportunity for us to examine Medicare’s 
part B drug benefit and to assess how well it is working for both 
seniors and providers. While most prescription drugs are covered 
under Medicare part D, certain outpatient prescription drugs and 
biologies are covered under part B. Covered part B drugs are usu- 
ally those administered in a physician’s office or hospital outpatient 
setting, including injectable and infused drugs, drugs used in con- 
junction with durable medical equipment, oral drugs for cancer or 
end stage renal disease, and some self-administered drugs in the 
hospital outpatient setting. As a result of the 2003 Medicare Mod- 
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ernization Act, MMA, Medicare reimburses providers for the cost of 
part B drugs and their administration at what is known as the av- 
erage sales price, ASP, plus 6 percent, with Medicare paying 80 
percent of that amount and beneficiaries paying the remaining 20 
percent. I would like to commend members on both sides of the 
aisle for their work on the part B drug benefit. And I will highlight 
a few pieces of legislation. 

H.R. 800 by Congressmen Whitfield and Green, which seeks to 
exclude prompt pay discounts from manufacturers to wholesalers 
from the calculation of ASP; H.R. 1416 by Congresswoman Ellmers, 
which would terminate application of sequestration to certain phy- 
sician-administered part B drugs; and H.R. 1428 by Dr. Burgess 
and Representative Kind which seeks to provide coverage for im- 
munosuppressive drugs for kidney transplant recipients. 

And there are other issues as well. For example, reimbursement 
rates have caused a shift of some patient populations, such as 
those with primary immune deficiency diseases and other rare dis- 
eases, from treatment in the physician’s office, treatment in the 
hospital outpatient department, arguably the worst setting for 
someone with a compromised immune system. We should also ex- 
amine the variation in reimbursement rates for the same drugs 
and services across various settings to ensure that patients are 
being treated at the most clinically appropriate and cost effective 
site. While some drugs and biologies must be administered in the 
hospital outpatient setting, it is also the most expensive site of care 
for the Medicare program itself and for the beneficiary, who pays 
a 20 percent copayment. 

I would like to welcome our witnesses today. They represent per- 
spectives from the Federal Government, providers, and patients. 
And I look forward to their testimony. Thank you. 

I yield the remainder of my time to Dr. Burgess. 

[The prepared statement of Mr. Pitts follows:] 

Prepared statement of Hon. Joseph R. Pitts 

The Subcommittee will come to order. 

The Chair will recognize himself for an opening statement. 

Today’s hearing is an opportunity for us to examine Medicare’s Part B drug ben- 
efit and to assess how well it is working for both seniors and providers. 

While most prescription drugs are covered under Medicare Part D, certain out- 
patient prescription drugs and biologies are covered under Part B. 

Covered Part B drugs are usually those administered in a physician’s office or 
hospital outpatient setting, including injectable and infused drugs, drugs used in 
conjunction with durable medical equipment, oral drugs for cancer or End-Stage 
Renal Disease, and some self-administered drugs in the hospital outpatient setting. 

As a result of the 2003 Medicare Modernization Act (MMA), Medicare reimburses 
providers for the cost of Part B drugs and their administration at what is known 
as the Average Sales Price (ASP), plus 6%, with Medicare paying 80% of that 
amount and beneficiaries paying the remaining 20%. 

I’d like to commend Members on both sides of the aisle for their work on the Part 
B drug benefit, and I’ll highlight a few pieces of legislation: 

• H.R. 800, by Reps. Whitfield and Green, which seeks to exclude prompt-pay dis- 
counts from manufacturers to wholesalers from the calculation of ASP; 

• H.R. 1416, by Rep. Ellmers, which would terminate application of sequestration 
to certain physician-administered Part B drugs; and 

• H.R. 1428, by Dr. Burgess and Rep. Kind, which seeks to provide coverage for 
immunosuppressive drugs for kidney transplant recipients. 

There are other issues, as well. 
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For example, reimbursement rates have caused the shift of some patient popu- 
lations, such as those with primary immune deficiency diseases and other rare dis- 
eases, from treatment in the physician office to treatment in the hospital outpatient 
department - arguably the worst setting for someone with a compromised immune 
system. 

We should also examine the variation in reimbursement rates for the same drugs 
and services across various settings, to ensure that patients are being treated at the 
most clinically appropriate and cost-effective site. 

While some drugs and biologies must be administered in the hospital outpatient 
setting, it is also the most expensive site of care for the Medicare program itself, 
and for the beneficiary, who pays a 20% copayment. 

I’d like to welcome our witnesses today. They represent perspectives from the fed- 
eral government, providers, and patients, and I look forward to their testimony. 

Thank you, and I yield the remainder of my time to Rep. 


Mr. Burgess. I thank the chairman for the recognition. 

So there is no question the part B drug coverage has improved 
the lives of patients. But Federal regulations can really stand in 
the way of compassionate patient care and common sense. After 
the Medicare Modernization Act, now nearly 10 years ago, we saw 
dramatic consolidations in the oncology space such that now the 
purchase and storage of drugs is regarded as physician service for 
the purposes of sequestration. Well, this ruling does not serve pa- 
tients well. In fact, it is contrary to the statute itself, I believe. It 
is contrary certainly to any flexibility the agencies are supposed to 
have. And it is contrary to basic math. 

Mr. Chairman, thank you for working with myself and others on 
both sides of the dais here to pursue answers from the Centers for 
Medicare & Medicaid Services on this important issue. 

The math is also problematic and doesn’t add up in how we pay 
for patient care after kidney transplantation. Medicare pays for 
50,000 kidney transplants each year at a cost per patient of well 
over $125,000. So do the math on that, and it is over $60 billion 
a year. Kidney transplantation offered end stage renal disease pa- 
tients an alternative to a lifetime of costly, time consuming, and 
sometimes painfully dialysis treatment. However, the government’s 
protection of its investment arbitrarily ceases after 36 months, 
when Medicare suddenly refuses to pay for the life-sustaining 
immunosuppressant drug coverage needed to keep a transplanted 
kidney alive and functioning. So oddly, it is Federal policy — not the 
disease itself — that is the greatest threat to these patients. So in- 
stead of ensuring the investment, the government would rather 
lose patients or rather patients lose their graft, lose their kidney, 
return to dialysis, and get back in line for another transplant, tak- 
ing another organ out of circulation for someone else. Instead of 
protecting the transplant, we further limited supply of donors’ or- 
gans, and we burden the Federal budget while jeopardizing patient 
lives. 

I challenge every member on this committee to support the bi- 
partisan H.R. 1428 to correct this irrational and arbitrary policy. 
Our patients are waiting. I think they have waited long enough. It 
is time for us to put common sense in front of arcane policy. 

Thank you, Mr. Chairman. I yield back. 

Mr. Pitts. The chair thanks the gentleman. 
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Now filling in for the ranking member of the subcommittee Mr. 
Pallone, we have Mr. Green from Texas, who is recognized for 5 
minutes for an opening statement. 

OPENING STATEMENT OF HON. GENE GREEN, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Green. Thank you, Chairman Pitts, for holding this impor- 
tant hearing. And thank you to the witnesses for taking the time 
to be with us, particularly Dr. Brooks and Dr. Melton. And we have 
so many Texans on here, you will hear we are from the great State 
of Texas many times, although sometimes that is redundant. 

The part B drug program, which helps pay for chemotherapy and 
other services, is an important piece of Medicare. I have had a long 
interest in preserving seniors’ access to quality care by ensuring 
Medicare pay at a rate that will retain a robust network of pro- 
viders. This is what we are trying to do with the SGR reform. And 
I think part B rates are part of this larger discussion. 

Today we are discussing at least three bills. The first, a bipar- 
tisan bill offered by my colleague from Texas Dr. Burgess, will pro- 
vide Medicare coverage for immunosuppressive drugs for kidney 
transplant recipients. This bill has earned support from both sides 
of this committee. And it is my hope we can act on it and move 
to the full House for a vote. 

The next bill offered by Mrs. Ellmers has earned support from 
both sides of this committee. Also it is imperative that we examine 
the impact of sequestration on cancer patients. And I am pleased 
this bill has been introduced because it highlights the shortcomings 
of using sequestration as a tool to accomplish our much needed 
goal of balancing the Federal budget. I am proud to lead the letter 
to CMS with my colleague from Texas, Congressman Pete Sessions, 
that was signed by 124 Members of Congress expressing concerns 
that cuts resulting from sequestration to critical cancer medications 
are forcing oncologists to turn cancer patients away. We asked 
CMS to do something about this problem with their existing au- 
thority but haven’t gotten the answer we wanted. I should point 
out that I do not believe Mrs. Ellmers’ bill goes far enough as part 
of the discussion around restoring the reimbursement rates. It 
must also be restoring funding for after-school lunches, medical re- 
search, education funding. Corps of Engineers, and other critical 
funding. 

Finally, H.R. 800 is also known as the prompt pay bill that is 
being discussed today. I am proud to have introduced this bill in 
past sessions of Congress. I am pleased my colleague and friend 
Chairman Whitfield decided to introduce it most recently. We have 
worked together over the years to move this issue forward. The bill 
simply excludes the prompt pay discounts offered by manufacturers 
to wholesalers for the average sales price for drugs and biologies 
covered under Medicare part B. This became an issue when the 
Medicare Modernization Act was enacted. It reduces the amount 
doctors are reimbursed, sometimes below the amount they actually 
pay for administering cancer treatment and the result is fewer doc- 
tors participating in Medicare. Reducing the number of options for 
cancer patients reduces access, and that is just bad policy. 
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While some of my colleagues have pointed out that sequestration 
has also done this — and they are right — this is a separate issue. 
The prompt pay discount has negatively affected cancer patients 
for many years before sequestration. Whether we adopt legislation, 
repealing it, replacing it or otherwise altering sequestration, with- 
out adopting H.R. 800, the underlying issue will still exist. H.R. 
800 is noncontroversial and has been supported by virtually every 
member of this committee. In fact it was adopted by this committee 
during the consideration of the Affordable Care Act by a voice vote, 
only to be unfortunately left out in the bicameral negotiations. The 
prompt pay bill deserves this committee’s support. And I ask that 
Chairman Pitts move forward by marking up this legislation in the 
near future. Moving this bill or including it in a larger package 
makes sense. 

And now, Mr. Chairman, I would like to yield my remaining time 
to my colleague. Congressman Engel. 

Mr. Engel. Thank you. Thank you very much. I appreciate it. 

As Wednesday’s hearing highlighted, the current Medicare ben- 
efit structure is very complicated. It is particularly true with the 
drug benefit, where some drugs are covered if infused by an infu- 
sion pump under the part B benefit while others are covered under 
the part D benefit. Unfortunately, the part D benefit does not cover 
the supplies, equipment, and professional services necessary to de- 
liver infusion drugs safely in the house. The nursing component for 
infusion therapy can only be performed under part A through a cer- 
tified home health agency if the patient meets the definition of 
“homebound.” As a result of this fractured benefit, many bene- 
ficiaries that could safely receive treatment at home are relegated 
to being served in a skilled nursing facility or hospital which adds 
unnecessary costs to the health care system and exposes patients 
to hospital-acquired infections. Unfortunately, Medicare stands vir- 
tually alone in denying coverage for home infusion even though the 
private sector has proven for decades that infusion in the home can 
be cost effective as well as done in a setting that best meets the 
patient’s wishes. While Medicaid covers the drugs used in home in- 
fusion therapy and while that payment is important, we cannot 
continue to look only at the silo of drug payment without also look- 
ing at the need for full coverage of the associated equipment, sup- 
plies, and services for infusion therapy provided in the home or 
other alternate site settings. In the past, I have included legislation 
to make sure that the least costly clinically appropriate environ- 
ment for infusion services is covered rather than forcing individ- 
uals to obtain these services in the hospital or nursing homes. And 
it is my hope that the committee and Congress work with me in 
that effort. 

Thank you, Mr. Chairman. 

Mr. Pitts. The chair thanks the gentleman. 

We are voting on the floor. We have 11 minutes left. We will try 
to finish the opening statements of members at this time. 

The chair yields to Mr. Whitfield for 5 minutes. 
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OPENING STATEMENT OF HON. ED WHITFIELD, A REPRESENT- 
ATIVE IN CONGRESS FROM THE COMMONWEALTH OF KEN- 
TUCKY 

Mr. Whitfield. Well, Chairman Pitts, thanks very much. And I 
really appreciate the witnesses being with us today as we discuss 
these important topics. I certainly want to thank Gene Green and 
others who have been involved in our efforts to resolve the so-called 
prompt pay issue. As many of you know, manufacturers give dis- 
counts to distributors that help offset costs of shipping, handling, 
and reflects the time value of money and risk incurred in the dis- 
tribution process. But when Medicare calculates how much a physi- 
cian will be reimbursed for drugs under the part B program, it in- 
cludes them in the sales price. And doing this artificially reduces 
the reimbursement to the physician, the oncologist, which places 
even more stress on these practices. In cancer, for instance, we 
know that four out of five patients that are treated are treated out- 
side of a hospital, within a physician’s practice. And over the past 
few years, there has been a trend of closings and consolidation of 
these practices. And any time I meet with an oncologist today — it 
makes no difference where they are from — they all cite reimburse- 
ment as one of the primary reasons for this consolidation and clos- 
ing. But it is ultimately the patient that suffers the consequence 
of this problem, as clinics close or consolidate, access to care for the 
treatment of cancer is diminished, and patients are shifted into the 
hospital which we all know is the most expensive type of treat- 
ment. So I hope that as we work on this physician payment reform 
that we also take a serious look and solve the so-called prompt pay 
issue. 

So I look forward to working with you, Mr. Chairman, and others 
as we try to resolve this very serious problem. And at this time, 
I would like to yield whatever time she may consume to Mrs. 
Ellmers of North Carolina. 

Mrs. Ellmers. Thank you to my colleague and thank you, Mr. 
Chairman, for holding this subcommittee hearing on these very im- 
portant pieces of legislation. I have sponsored H.R. 1416, which is 
the Cancer Patient Protection Act. This benefit to our seniors, our 
Medicare recipients, is essential. We all know sequester went into 
effect. We needed those funding cuts at the Federal level. However, 
I believe wholeheartedly that as an unintended consequence of this, 
we have now harmed one of our most vulnerable populations. Medi- 
care patients who have now received the diagnosis of cancer. You 
know we have wonderful cancer treatment centers in our commu- 
nities. And I would like to point out also that it isn’t just about 
cancer patients. It is also about patients with rheumatoid arthritis, 
osteoporosis, lupus, any autoimmune disease that medication has 
to be given under the direction of a physician. 

We have to restore this sequester cut because it is the drugs that 
have been cut. And these drugs are very, very expensive. The phy- 
sicians have received their 2 percent cut in reimbursement. But we 
have to restore that drug cut because we will not be able to con- 
tinue to provide that benefit to them within their communities. 

I can’t imagine a family in crisis finding out about cancer to their 
loved one and then knowing that they are going to have to travel 
20 miles outside of their community to go to a hospital. Many of 
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these individuals are on fixed incomes. They are low income. They 
will not have the ability to be transported to those facilities where 
the cost actually increases which, as we all know, defeats the pur- 
pose of the sequester to begin with. 

So I feel very strongly we need to pass this piece of legislation. 
We have a bipartisan list of cosponsors. I am very proud of that. 
And we will continue in this effort, again, to protect those seniors 
in this way. It is very important. 

And I yield back the remainder of my time. 

Mr. Pitts. The chair thanks the gentlelady. 

We have a little over 6 minutes left. At this time, the chair recog- 
nizes the ranking member of the full committee, Mr. Waxman, for 
5 minutes. 

OPENING STATEMENT OF HON. HENRY A. WAXMAN, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI- 
FORNIA 

Mr. Waxman. Thank you, Mr. Chairman. I want to thank our 
witnesses for coming here today. And I want to thank you for hold- 
ing this hearing. It is our first time in quite a while that we have 
looked at the Medicare part B drugs. And this is a worthwhile 
focus because we spend, according to the GAO, almost $20 billion 
for these drugs each year, including some of the most expensive 
drugs on the market. We should be looking carefully at where the 
money goes. 

We will be hearing about several pieces of legislation. We have 
already heard about them. And I know for several years oncologists 
and other providers have raised concerns about whether payments 
under the part B program are adequate. Their focus has been on 
legislation that would increase the Medicare average sales price 
and part B reimbursements by excluding prompt pay discounts. 
The Obama administration has a different view. Its budget pro- 
poses cuts in reimbursement rates. And I hope our witnesses can 
give us some insight on both the adequacy of part B drug reim- 
bursement rates and whether there are opportunities to save 
money for taxpayers by modifying these rates. 

We have already heard a little bit about Congresswoman 
Ellmers’ bill. It would exempt part B drug reimbursement from the 
effects of the sequester. As part of the broad sequestered Medicare 
payments, part B drug reimbursement rates were reduced by 2 per- 
cent. We are going to hear from other witnesses today that will say 
that this cut will have a disproportionate impact on administrative 
reimbursements. Cancer clinics have reported that due to these 
payment cuts, they will have to turn patients away. Well, that 
would be a terrible outcome. These drugs are essential to cancer 
patients, and the arbitrary payment cuts undermine patient health 
and the entire Medicare program. This illustrates once again why 
an arbitrary and automatic sequester is such a bad policy. 

My concern with Mrs. Ellmers’ bill is that it only addresses one 
problem. We need a comprehensive and balanced sequester fix, not 
a piecemeal fix that increases payments for cancer drugs and ig- 
nores cuts to Head Start or Pell Grants or physician reimburse- 
ments or vaccines for children or vital defense programs. Seques- 
tration was supposed to never happen. It was supposed to be so ri- 
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diculous that we were to avoid it. And now it is in place, and we 
ought to correct it. 

Mr. Chairman, we shouldn’t pretend the consequences of the part 
B payment cuts are an isolated example. They highlight the broad- 
er reality. When you take the hatchet to the Federal budget, there 
are going to be serious consequences. This is not an unintended, 
unforeseeable consequence. I also hope we can learn about other 
ways to cut part B drug spending. As I said earlier, part B drugs 
pay for $20 billion worth of drugs annually, including many expen- 
sive biological and specialty drugs. In some cases, these drugs can 
cost tens and even hundreds of thousands of dollars per patient per 
year. The Medicare program is the primary purchaser of these ex- 
pensive drugs. Drugs save lives. We need these drugs, and we need 
to keep developing new ones. But we should also make sure that 
Medicare is getting a good deal. 

I supported legislation in the past that ends the pay for delay 
abuses and brings generic biologies to market faster. My legisla- 
tion, requiring part D drug manufacturing rebates, would save over 
$140 billion in the next decade, and we should be looking to see 
if there are other ways, like negotiations or rebates, that would 
help make sure taxpayers are getting their money’s worth on part 
B drugs. 

Let me give an example: For those people who are on Medicare 
and Medicaid, the dual eligibles, we used to pay for their drugs 
under Medicaid and we got a rebate. When the prescription drug 
part D bill was adopted, they said, let’s take them out of Medicaid 
and put them under Medicare. Suddenly we are paying a higher 
rate for the same drugs, often for the same people. The drug com- 
panies love it. But why should we be spending that extra money 
when we can be using that for worthwhile purposes by making 
sure that the cancer drugs and the physicians who deal with those 
cancer drugs get adequately reimbursed. It is very frustrating to 
see people wanting to protect the drug companies’ profits, wanting 
to protect every special interest group until they find one that they 
are sympathetic to. And we all are sympathetic to this issue be- 
cause it deals with the most vulnerable people who have cancer. 

I look forward to the hearing and am looking for some solutions. 

Mr. Pitts. The chairman thanks members. That concludes the 
members’ opening statements. 

For information of the members, I am looking at the screen here, 
we have 1 V 2 minutes left in the first vote but still 314 Members 
haven’t voted. So we will have time to get over. We have a series 
of votes. We will reconvene after the last vote, which should be 
around 11:00. So at this point, the subcommittee stands in recess. 

[Recess.] 

Mr. Pitts. The recess having expired, we will reconvene. 

On our panel today, we have five witnesses. Mr. Cliff Binder, 
Health Care Financing Analyst, Congressional Research Service; 
Dr. Barry Brooks, Partner at Texas Oncology on behalf of the U.S. 
Oncology Network; Ms. Nancy Davenport-Ennis, President and 
CEO of the National Patient Advocate Eoundation; Dr. Larry 
Melton, Medical Director of Kidney/Pancreas Transplantation from 
Baylor Medical Center; James Cosgrove, Director of the Govern- 
ment Accountability Office. 



9 


Thank you for coming. Thank you for your patience as we were 
interrupted by votes on the floor. 

Your written testimony will be entered into the record. You will 
each be given 5 minutes to summarize your testimony. And so at 
this time the chair recognizes Mr. Binder for 5 minutes for his 
opening statement. 

STATEMENTS OF CLIFF BINDER, HEALTH CARE FINANCING 
ANALYST, CONGRESSIONAL RESEARCH SERVICE; BARRY 
BROOKS, M.D., PARTNER, TEXAS ONCOLOGY, ON BEHALF OF 
THE U.S. ONCOLOGY NETWORK; LARRY B. MELTON, M.D., 
PH.D., FACP, MEDICAL DIRECTOR, KIDNEY/PANCREAS 
TRANSPLANTATION, BAYLOR MEDICAL CENTER; NANCY 
DAVENPORT-ENNIS, CEO AND PRESIDENT, NATIONAL PA- 
TIENT ADVOCATE FOUNDATION; AND JAMES COSGROVE, DI- 
RECTOR, GOVERNMENT ACCOUNTABILITY OFFICE 

STATEMENT OF CLIFF BINDER 

Mr. Binder. Chairman Pitts, Congressman Green, and distin- 
guished subcommittee members, I appreciate the opportunity to be 
here today. My name is Cliff Binder. I am a Health Care Financing 
Analyst at the Congressional Research Service. I was asked to pro- 
vide an overview 

Mr. Pitts. Pull the mic a little closer, if you could. 

Mr. Binder. I was asked to provide an overview of Medicare part 
B prescription drug payments. In 2010, Medicare spent about $81 
billion on most prescription drugs; and about a quarter of these ex- 
penditures, $19 billion, were for part B drugs. There are two broad 
principles that determine if a drug is covered under part B. The 
drug is furnished incident to physician services, and it is usually 
not self-administered. Most part B drugs are administered to pa- 
tients by injection or infusion, but there are exceptions. Cancer 
drugs account for a large portion of part B drug expenditures. Pro- 
viders — mostly physicians — but also hospital outpatient depart- 
ments, clinics, and durable medical clinic suppliers buy part B 
drugs, then bill Medicare when they administer the drugs to pa- 
tients. Physicians and other providers receive two payments from 
Medicare for part B drugs, one payment for administering the drug 
and the second payment for purchasing and supplying the drug. 
The Balanced Budget Act of 1997, BBA, set the payment rate for 
Medicare part B drugs at 95 percent of the average wholesale price, 
AWP. In spite of BBA changes, however. Medicare drug payments 
increased rapidly between 1999 and 2003, rising nearly 25 percent 
a year. In response to the part B drug price escalation. Congress 
modified the payment methodology in the Medicare Prescription 
Drug Modernization Act, MMA. MMA changed part B reimburse- 
ment in two ways. It increased the amount physicians received for 
part B drug administration and it decreased the amount physicians 
were paid for supplying part B drugs. Beginning in 2005, Medicare 
began paying for the majority of part B drugs based on a formula 
of 106 percent of the drug’s average sales price, ASP. ASP includes 
most price concessions, such as volume and prompt pay discounts 
and rebates. When manufacturers factor price concessions into ASP 
data, the effect is to lower a drug’s ASP. Drug manufacturers are 
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required to submit data to CMS on ASP and the companion price 
used mostly for Medicaid rebates average manufacturer price, 
AMP. CMS sets the part B drug prices for each quarter based on 
sales data submitted by drug manufacturers from two previous 
quarters. If drug manufacturers raised prices in the two quarters 
after they submitted their ASP data, providers might be unable to 
purchase drugs below what Medicare pays. When prices decline 
after manufacturers submitted their ASP data, such as when ge- 
neric products are introduced, providers often are able to purchase 
these drugs for prices significantly below Medicare’s payment rate. 
Medicare part B drug payments have increased at a slower pace 
since 2004, posting average increases of less than 5 percent a year. 
MMA also required the Inspector General to conduct drug price 
monitoring to determine if ASP is more than 5 percent higher than 
AMP. If Medicare part B drug payments exceed ASP by 5 percent 
or more, the Secretary has authority to substitute a different pay- 
ment methodology that would reduce Medicare drug reimburse- 
ment. OIG has reported that there was at least a 5 percent dif- 
ference between ASP and AMP for some part B drugs. There has 
been concern that part B drug reimbursement may b^e inadequate 
for some providers. Provider groups contend that discounts manu- 
facturers give drug wholesalers have the effect of reducing ASP, 
making it difficult for these providers to cover the cost of pur- 
chasing some drugs. In addition, some in Congress and other 
groups have questioned whether drug shortages have been com- 
plicated by the part B drug pricing methodology and whether 
these, along with manufacturers’ production problems, speculation, 
industry consolidation, and other factors have contributed to drug 
shortages, particularly for sterile injectable drugs, a part B drug 
category. Moreover, questions have been raised whether the two- 
quarter lag between the time when manufacturers report ASP and 
the time when CMS releases Medicare part B drug prices make it 
difficult for some providers to purchase drugs at competitive prices. 
Most recently, some providers have raised concerns that the effect 
of applying the mandatory Budget Control Act of 2011, BCA, reduc- 
tions to Medicare part B drug reimbursement will further reduce 
payments to providers, potentially reducing Medicare beneficiaries’ 
access to services. 

In general, sequestration is the permanent cancelation of budg- 
etary resources by a uniform percentage, but certain programs and 
activities are exempt from sequestration, and special rules may be 
applied to programs such as Medicare. 

Even though there are special Medicare rules that would limit a 
reduction in program benefit spending to 4 percent, BCA limits the 
Medicare program benefits reduction to 2 percent; thus beginning 
April 1, 2013, Medicare payments for covered services, including 
p^sician services and part B drug payments, are subject to 2 per- 
cent reductions. According to CMS, the 2 percent reduction applica- 
ble to Medicare only applies to Medicare’s provider payments. Ben- 
eficiary cost sharing amounts and amounts paid by other health in- 
surance are not reduced. 

This concludes my statement. I would be happy to answer ques- 
tions. 

Mr. Pitts. The chair thanks the gentleman. 
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Exaimning Reforms to Improve the Medicare Part B Drug Program for Seniors 
Cliff Binder, Health Care Financing Analyst 
Congressional Research Service 
June 28, 2013 


Chairman Ktts, Ranking Member Pallone, and distinguished Subcommittee Members, I am Cliff Binder, 
Health Financing Analyst with the Congressional Research Service. I appreciate the opportunity to be 
here today to provide an overview on Medicare Part B prescription drugs - what they are and how 
Medicare reimburses providers for these products. I also will provide context by discussing recently 
introduced legislation and the potential effect of sequestration on Medicare Part B drug payments. Part B 
drug reimbursement is complex, I am presenting the major points that I hope will be most useful in 
facilitating today’s discussion. 

BACKGROUND 

Medicare is a federal program that pays for covered health care services of qualified beneficiaries. It was 
established in 1965 under Title XVni of the Social Security Act to provide health insurance to individuals 
65 and older, and has been expanded over the years to include permanently disabled individuals under 
65. ‘ The program is administered by the Centers for Medicare & Medicaid Services (CMS), within the 
Department of Health and Human Services (DHHS). Medicare consists of four distinct parts: 

• Part A covers inpatient hospital services, skilled nursing care, hospice care, and some 
home health services, 

• Part B covers physician services, outpatient services, and some home health and 
preventive services. 

• Part C (Medicare Advantage, or MA) is a private health plan option that covers all 
Parts A and B services, except hospice. Individuals who choose to enroll in Part C 
must also enroll in Part B. 

• Part D covers outpatient prescription drug benefits. 

The majority of beneficiaries, nearly 73%, receive benefits through Medicare’s fee-for-service (FFS) 
program, known as “original” or “traditional” Medicare. The remaining beneficiaries, approximately 
27%, chose to enroll in private health care plans under Medicare Part C, the Medicare Advantage (MA) 
program. Approximately 73% of Medicare beneficiaries chose to enroll in Part D.“ 

Medicare covers drugs and biologies under Part B when they are furnished “incident to physician 
services,” but only if they usually are not self-administered - the drugs are not usually t^en by the 
patient without professional assistance.’ Generally, Part B drugs are infused or injected. Most drags 
administered as pills are not covered under Part B because they are self-administered.* To be covered by 
Part B, drugs must meet the following incident to physician services requirements (some drugs furnished 
by other health care practitioners may meet these requirements): 

• furnished by a physician and administered by the physician or by auxiliary personnel under the 
physician’s personal supervision; 


* For more information, see CRS Report R40425, Medicare Primer, coordinated by Patricia A. Davis and Scott 
Talaga. 

’Ibid. 

’ 2013 Medicare Explained, Sec. 351, Commerce Clearing House, Inc., WoltersKluwer. 

* Medicare contractors determine whether or not a drug is considered usually self-administered. Usually, in this 
sense, means more than 50% of the time for all Medicare beneficiaries. If a drug was self-administered by more than 
50% of Medicare beneficiaries, it would not be covered by Medicare Part B. 
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• the charge for the drug must be included in the physician’s bill and the cost must represent an 
expense to the physician; 

• are reasonable and necessary to diagnose or treat an existing illness or condition; and 

• are not considered less than effective by the Food and Drug Administration (FDA). 

There are a number of exceptions to these requirements. Preventive vaccinations and inoculations are not 
covered under Medicare Part B because they are considered “immunizations,” unless they are directly 
related to treatment of a disease.’ Other exceptions that are covered under Part B include antigens, blood 
clotting factors, erythropoietin (EPO) for treating anemia in dialysis and cancer patients, 
immunosuppressive drugs, injected osteoporosis drugs, and oral anti-cancer and anti-nausea drugs.’,’ 
Most other outpatient drugs are covered under Medicare’s Part D outpatient prescription drug benefit. 

Providers, mostly physicians, but also hospital outpatient departments, clinics, and durable medical 
equipment suppliers, buy Part B drugs, then bill Medicare when they administer the drugs to patients. 
Physicians and other providers receive two payments from Medicare for Part B drugs ( 1 ) for 
administering the drug and (2) for purchasing and supplying the drag.* 

In 2010, Medicare expenditures for most prescription drags were approximately $81 billion.’ Part B drug 
expenditures were about one-quarter of this spending, or about $19 billion, including the portion paid by 
beneficiaries.*’ Medicare beneficiaries generally pay 20% of Part B payments, although about 65% of 
Medicare beneficiaries have some form of supplemental health insurance coverage that pays most Part B 
coinsurance costs.* * Even though a high percentage of Medicare beneficiaries have supplemental 
insurance, those without this coverage can face large Part B drag cost-sharing expenses, because many 
cancer and related drugs are expensive. 

Medicate Part B covered about 600 outpatient drags in 2010, although spending on these drags was 
concentrated, with the top ten drags accounting for nearly half of Part B drug expenditures.” Cancer 


’ Medicare Part B covers influenza, pneumococcal, and hepatitis B vaccines regardless of setting, but physician 
supervision for the administration may not be necessary. Other vaccines, such as the shingles vaccine, are covered 
under Part D. 

^ Medicare began paying dialysis facilities a bundled rate January 1, 201 1. EPO is included in the dialysis bundle 
although it also is covered under Part B when used in other situations. 

’ Oral dose drugs are covered by Part B when they have the same active ingredients and are used for the same 
indications as the drugs that are not self-administered and would have been administered incident to physician 
services. Oral anti-nausea drugs are covered under Part B when used as part of an anti-cancer chemotherapeutic 
regimen. 

* Department of Health and Human Services, Office of Inspector General, Medicare Part B Chemotherapy 
Administration Payment and Policy (OEI-09-08-00109), June 2009. 

’ The Medicare Payment Advisory Conunission (MedPAC), Health Care Spending and the Medicare Program, A 
Data Book, Section 10, Prescription Drugs, June 2012. This estimate includes Medicare payment, beneficiary cost 
sharing, and state expenditures for Parts B and D, including dru^ supplied in physician offices, renal dialysis 
facilities, and hospital outpatient departments. These estimates exclude physician and other provider Part B drug 
administration payments. 

” Ibid. Supplemental insurance coverage data is for non-institutionalized Medicare beneficiaries in 2009. In addition 
to the 65% of beneficiaries with supplemental coverage, another 27% of Medicare beneficiaries were enrolled in 
Medicare Advantage (MA) plans. MA plan beneficiaries might have coinsurance, but it would be lower than the 
20% paid by fee-for-service beneficiaries. 

’* Ibid. 

*’ MedPAC, Health Care Spending and the Medicare Program, A Data Book, Section 10, Prescription Drugs, June 
2012. 


Page-2 
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treatment is the largest category of Part B drug expenditures - in 2010, seven of the top 10 drugs were for 
fighting cancer or relieving symptoms associated with chemotherapy.'’ The 2010 seven top-selling Part B 
drugs were biologic products.'* 

Medicare Part B Drug Reimbursement Methodology 

The Balanced Budget Act of 1997 (BBA97, P.L. 105-33), set the payment amount for Medicare Part B 
drugs at 95% of the average wholesale price (AWP).'’ The BBA Part B drug changes were intended to 
help control Medicare’s rising drug payments (Medicare did not cover outpatient drugs then, so the 
concern was with Part B drugs), but these drug payments continued to escalate rising nearly 25% per year 
from 1999-2003. AWP is a published list price, similar to the price sticker displayed on a new car’s 
window. AWP and other list prices might be considered the price at which manufacturers would like to 
sell their product rather than a market price or acquisition cost. Since most buyers do not pay list price, 
AWP was limited as a benchmark. After BBA97, Medicare was paying substantially in excess of the 
physician/provider supplier drag acquisition cost, and Medicare’s payments were higher than those paid 
by most other large payers. Providers argued that the reimbursement for Part B drugs was justified, 
because payments were too low to cover the cost of administering the drugs to beneficiaries. 

The Medicare Prescription Drug Improvement and Modernization Act of 2003 

In response to the Part B price escalation and with supporting analysis from the Medicare Payment 
Advisory Commission (MedPAC), Congress made changes to the Part B payment methodology in the 
Medicare Prescription Drag Improvement and Modernization Act of 2003 (MMA, P.L. 108-173).'* MMA 
made the following two changes to Part B drug reimbursement: (1) adjusted (increased) the physician fee 
schedule amount physicians would receive for administering Part B drugs; and (2) established a new 
payment methodology for Part B drags, effectively decreasing physician payments for supplying these 
drags. The policy changes embodied in MMA moved drag reimbursement closer to what physicians and 
other providers and suppliers actually paid for these products and increased the amount they were pmd for 
administering the drugs. 

Since passage of MMA, annual Medicare Part B drug expenditures have grown at a slower rate. Table 1 
displays Medicare Part B drag spending and the growth rate percentage from 1997 to 2010. 


Table 1. Medicare Part B Drug Expenditures 
1997-2010 (in $biUions) 


Calendar 

Year 

Estimated 
P9U*t B Drug 
Expenditures 

% Annual 
Expenditure 
Change 

1997 

$2.8 


1998 

$3.2 

14.3% 

!999 

$4.1 

28.1% 


'’Ibid 

'■* Ibid. Drags refer to both biologic and synthesized products. Biologies are manufactured from living sources, 
including humans, animals, and micro-organisms. Synthesized products are manufactured from chemicals. 
Balanced Budget Act of 1997 (BBA97, P.L. 105-33), Sec. 4556, Reimbursement for Drugs and Biologicals. 
Medicare Prescription Drag Improvement and Modernization Act of 2003 (MMA, P.L. 108-173), Sec. 303, 
Payment Reform for Covered Outpatient Drags and Biologicals. 
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2000 

$ 5.0 

24 . 4 % 

2001 

$ 6.4 

25 . 5 % 


$ 8.5 

32 . 8 % 

2003 

$ 10.3 

21 . 2 % 

2004 

$ 10.9 

5 . 8 % 


$ 10.1 

- 7 . 3 % 


$i 0.6 

5.0% 


$ 11.0 

3 . 8 % 


$ 10.7 

- 2 . 7 % 

2009 

$ 11.1 

3 . 7 % 

20)0 

$ 11.5 

3 . 6 % 


Source: Medicare Payment Advisory Commission (MedPAC), A Data Book; Health Ca’e Spending and the Medicare 
Program, Section 10, June 2012. 

Not^: Data include Part B covered drugs administered in physician offices or furnished by suppliers (e.g., durable 
medical equipment). Dtua do not include Part B drugs furnished in hospital outpatient departments or dialysis fcwiilities. 

MMA passed on December 8, 2003, The Part B drug payment changes were phased-in, so 2004 was a 
transition year during which time providers were paid for most Part B drugs based on 85% of the 
product’s AWP.‘’ Beginning in 2005, Medicare began paying for the majority of Part B drugs based on 
106% of a drug’s Average Sales Price (ASP).’* ASP is defined as a manufacturer’s quarterly sales of a 
drug to all U.S. purchasers; divided by the drug’s total units sold for the same quarter. 

However, MMA allowed for exceptions to this methodology depending on the site where a drug was 
administered. For example, vaccines, infusion drugs furnished ttoough Durable Medical Equipment 
(DME), and blood products are paid at 95% of AWP.” Since sales data might not be available, new drug 
reimbursement may be based on the product’s list price or invoice price. In addition, even though 
Medicare reimbursement for Part B drugs administered in hospital outpatient departments is based on 
ASP, there can be year to year variation. In 2013, hospitals receive 106% of ASP, but in some situations 
when the cost of the drugs exceed a certain threshold. Medicare makes additional (pass through) 
payments under the outpatient prospective payment system for certain drugs (some cancer drugs, new 
drags, and orphan drags).* 

Drag manufacturers are required to report certain types of price information to the DHHS Secretary (the 
Secretary), including ASP and Average Manufacturer Price (AMP). CMS collects and maintains these 
confidential data. Drug manufacturers submit ASP and AMP data to CMS quarterly using National Drag 
Codes (NDCs), a standard 11 -digit code that identifies the manufacturer, dosage form, and the product 
package size. Using a CMS-supplied template, manufacturers submit the number of units sold and the 


” AWP has some limitations as a drug price benchmark including that is not necessarily based on actual sales 
transactions; it is not defined in law or regulation so it varies across manufacturers; and it fails to account for prompt 
pay or other discounts, rebates, and price concessions, 

** Social Security Act Sec. 1847A(b)(l). 

CMS sets payment rates for blood products and vaccines based on current AWPs, but infusion drugs used with 
DME reimbursement is based on A'f/Ps in effect October 1 . 2003. 

* In FY2012 the threshold was $75. Orphan drugs are those approved by the Food and Drug Administration to treat 
rare diseases. Drug manufacturers generally are given a seven-year market exclusivity period and other financial 
incentives for these drugs. 
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ASP for those units. CMS aggregates all drug manufacturers’ ASP data and groups it by Medicare billing 
codes, so that ASP is the weighted average of all manufacturers’ sales prices for each product classified 
under a Medicare billing code.^* CMS calculates Part B ASPs for each billing code using an equation that 
includes the following variables: the ASP for the 11-digit NDC as reported by the manufacturer, the 
volume of sales for the NDC as reported by the manufacturer, and the number of billing units in the NDC 
as determined by CMS.“ 

Generally, there is one billing code for sole source products, but there can be many multiple-source 
products under a single billing code. Each billing code has a volume-weighted ASP. 

ASP includes most price concessions - volume, prompt-pay, and cash discounts, free goods contingent on 
purchase requirements, chargebacks, and rebates except Medicaid rebates,*^ Price concessions have the 
effect of lowering a dmg’s ASP.“ Manufacturers’ ASP data exclude nominal price sales and “best price” 
sales. To calculate ASP a manufacturer uses the amount that a buyer paid for a product, after deducting 
the amount or value of price concessions. The following examples help illustrate how price concessions 
affect ASPs. 

• If a hospital bought 400 units of a drug for $2.50 per unit and was offered a 3% prompt pay 
discount, the manufacturer would consider the ASP for this transaction to be $2,425 per unit. 

• If a drug wholesaler bought 400,000 units of the same drug and received a 3 % prompt pay 
discount as well as a 5% rebate for a higher volume purchase, the ASP would be $2,304 for this 
product. 

• If a manufacturer sold a state Medicaid program 1 ,000 units of the same drug for 2.50 per unit, 
then paid the state and the federal Medicaid program a combined 23.1% rebate, this entire 
transaction would be excluded from the manufacturer’s ASP reporting for the quarter. 

CMS sets the Part B drug ASPs for each quarter based on sales data submitted by drug manufacturers 
from two previous quarters. For example, ASP data submitted for sales from January-March (Quarter 1) 
is used to set Part B drug payment rates for the third quarter (October-December). If drug manufacturers 
raise prices in the two quarters after they submit their ASP data, it may be more difficult for providers to 
purchase products below the Medicare payment rate. However, when prices decline after manufacturers 
submit their ASP data, providers often are able to purchase these drugs for prices significantly below 
Medicare’s payment rate. Part B drug prices decline when generic, multiple-source products are 
introduced that compete with sole source products or when other therapeutic equivalent sole-source 
products are introduced. 

MMA also required the DHHS Office of Inspector General (OIG) to conduct drag price monitoring 
studies to determine if widely available market prices (WAMP) for Part B drags varied by a specified 
percentage above AMP. MMA set the threshold at 5 % for 2005, but the Secretary was to determine the 


Manufactaters report ASP data by NDC code, but Part B drug prices are set by billing codes (called J-codes), so 
CMS “crosswalks” NDC codes to J-codes. J-codes are Level n Healthcare Conunon Procedure Coding System 
Codes. 

“ Social Security Act Sec. 1847A(b)(6). 

^ Manufacturers negotiate discounted prices with some purchasers who buy through wholesalers. Wholesalers can 
deliver the drugs at discounted prices, inform the manufacturers, and then request reimbursement from the 
manufacturers. These discormts, handled through wholesalers, are generally known as charge-backs. 

Social Security Act Sec. 1847A(c)(3), Net of Discounts, identifies the price concessions that manufacturers are to 
subtract from ASP. 
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threshold after 2005. The Secretary set the threshold at 5 % in 2006, and it has remained at that level.® If 
the Medicare Part B drug payment rate for specific drugs exceeds WAMP or ASP by 5 % or more, the 
Secretary has authority to substitute the lesser of either WAMP or 103% of a drug’s AMP for ASP in 
setting Part B drug reimbursement. Generally, AMP is lower than ASP, so that Medicare would reduce 
provider reimbursement for most Part B drugs, under AMP. The OIG has consistently found that there 
was at least a 5% difference between WAMP or AMP and ASP for some portion of Part B drugs.® In 
November 2012, CMS published a final rule that will implement a Part B drug price substitution policy 
beginning on January 1 , 2014.® 

Selected Issues 

A number of Medicare Part B drug payment issues have been discussed for some time. In spite of 
considerable analysis, there is concern that Part B drug reimbursement may be inadequate for some 
providers in some situations. Some providers are concerned that discoimts provided by manufacturers to 
drug wholesalers have the effect of reducing ASP, making it difficult for these providers to cover then- 
costs when purchasing some Medicare Part B drugs.^ In addition, some in Congress and some 
stakeholders have questioned whether drug shortages have been complicated by the Part B drug pricing 
methodology changes in MMA and whether these, along with manufacturers’ production problems, 
speculation, industry consolidation, and other factors, have contributed to drug shortages, particularly for 
sterile injectable drugs, a Part B drug category.^ “ 

Moreover, concerns have been raised that the two-quarter lag between the time when manufacturers 
report ASP and AMP and the time when CMS releases Medicare Part B drug prices make it difficult for 
some providers to purchase drugs at competitive prices.^* The OIG also has reported that the two-quarter 
lag between ASP reporting and setting new prices causes the federal government to overpay for Part B 
drugs, particularly when new generic drugs are released.^^ Most recently, some providers have raised 
concerns that the effect of applying the mandatory Budget Control Act of 201 1 (BCA, PX. 1 12-25) 


^ See 77 Federal Register 6889 1 , “Medicare Program; Revisions to Payment Policies Under the Physician Fee 
Schedule, DME Face-to-Face Encounters, Elimination of the Requirement for Termination of Non-Random 
Prepayment Complex Medical Review and Other Revisions to Part B for CY 2013,” November 16, 2012. 

“ Department of Health and Human Services Office of Inspector General, Memorandum Report: Comparison of 
First-Quarter 2012 Average Sales Prices and Average Manufacturer Prices: Impact on Medicare Reimbursement 
for the Third Quarter 2012, OET-03- 1 2-00730, December 20 1 2. This report was the 26* report on Medicare ASPs 
prepared by OIG. 

See 77 Federal Register 6889 1 , “Medicare Program; Revisions to Payment Policies Under the Physician Fee 
Schedule, DME Face-to-Face Encounters, Elimination of the Requirement for Termination of Non-Random 
Prepayment Complex Medical Review and Other Revisions to Part B for CY 2013,” November 16, 2012. 

See letter to U.S. House of Representatives from the American Society of Ginical Oncology and other cancer 
organizations, April 1, 2013 at 

httDs://media.gractions.com/E582QF8CnF809l5AE699AlBD4FA0948B6285786/40a929e3-7abc-4ab8-ba26- 

8fn27438934.pdf . 

House Committee on Oversight and Government Reform, FDA 's Contribution to the Drug Shortage Crisis, Staff 
Report, June 15, 2012 at http://oversight.house.gQv/wp-content/uploads/20 1 2/06/6- 15-201 2-Report-FDAs- 
Contribution-to-the-Prug-Shortage-Crisis.pdf . 

^ Shining Light on the “Gray Market, “An Examination of Why Hospitals Are Forced to Pay Exorbitant Prices for 
Prescription Drugs Facing Critical Shortages, Staff Report, July 25, 2013. at 

htt p://www.commerce.senate.gov/public/?a=Files.Serv^File id=afa98935-2ff5-4004-88dc-be70dlc22b5d . 

Department of Health and Human Services, Office of Inspector General Average Sales Prices: Manufacturer 
Reporting and CMS Oversight (OEI-03-08-00480), February 2010. 

Department of Health and Human Services, Office of Inspector General, Medicare Payments for Newly Available 
Generic Drugs (OEI-03-09-00510), January 2011. 
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reductions to Medicare Part B drug reimbursement will further reduce payments to providers, potentially 
reducing beneficiaries’ access to services.^’ 

The Effect of Sequestration on Medicare Part B Drug Reimbursement 

“Sequestration” is a process of automatic, largely across-the-board spending reductions to meet or enforce 
certain budget policy goals ” It was first established by the Balanced Budget and Emergency Deficit 
Control Act of 1985 (BBEDCA, Title 11 of P.L. 99-177, 2 U.S.C. 900-922) to enforce deficit reduction 
targets. 

Most recently under BCA, sequestration was tied to enforcement of new statutoiy limits on discretionary 
spending and achievement of the budget goal established for the Joint Select Committee on Deficit 
Reduction. A sequestration was triggered by the Joint Committee’s failure to achieve its goal and was 
originally scheduled to occur on January 2, 2013, to affect spending for FY2013. Congress enacted 
legislation that delayed the effective date of this sequester until March 1, 2013 (American Taxpayer Relief 
Act of 2012, P.L. 112-240).^’ 

In general, sequestration entails permanent cancellation of budgetary resources by a uniform percentage.* 
The uniform percentage reduction is applied to all “programs, projects, and activities” (PPAs) within a 
budget account, but certain programs and activities are exempt from sequestration, and special rules may 
be applied to other programs, such as Medicare.^’ 

Specifically, Section 256(d) of BBEDCA contains special rules for the Medicare program in case of a 
sequestration. However, while BBEEXTA ordinarily limits reduction of Medicare spending on program 
benefits to 4% under a sequestration order (which would apply in the case of a Statutory PAYGO 
sequestration), BCA limits the size of this reduction to 2 %. Thus, beginning April 1, 2013, Medicare 
payments for covered services, including physician services and Part B drug payments, are subject to 2 % 
reductions. 

According to CMS guidance, provider payment adjustments are to be made to claims after determining 
coinsurance, any applicable deductible, and Medicare Secondary Payer adjustments.^® In other words, the 
2 % reduction applicable to Medicare only applies to Medicare’s provider payments; the beneficiary cost- 
sharing amounts and amounts paid by other health insurance are not reduced. 


Healthcare Distiibution Management Association, Medicare Average Sales Price Policy, at 
http://www.hdma.net/gov_affairs/pdf_positions/MedicarcAverageSalesPricc.pdf 

For more information on sequestration and its historical s^piication, see (1) CRS Report RL31 137, Sequestration 
Procedures Under the 1985 Balanced Budeet Acu by Robert Keith; (2) CRS Report RS20398, Budget Sequesters: A 
Brief Review, by Robert Keith; and (3) CRS Report R41901, Statutory Budget Controls in Effect Between 1985 and 
2W2, by Megan S. Lynch. 

President Obama issued the sequestration order on March 1, 2013. See http://www.whitehouse.gov/sites/default/ 
fiIes/omb/memoranda/20 1 3/m- 1 3-Q6.pdf 

^ “Budgetary resources” include new budget authority, unobligated balances, direct spending authority, and 
obligation limitations, as defined in Section 250(c)(6) of BBEDCA. as amended. 

For accounts included in appropriations acts, “programs, projects, and activities” (PPAs) within each budget 
^count are delineated in those acts or accompanying reports; for accounts not included in appropriations acte, they 
are delineated in the most recently submitted President’s budget Sec Section 256(k) of BBEDCA, as amended. 

CMS, Medicare FFS Provider e-Ncws, March 8, 2013, Monthly Payment Reductions in the Medicare Fee-for- 
Service (FFS) Program -“Sequestration, " httP://www.cn^.gov/Outreach-and-Education/Outreach/ 
FFSProvPaitProg/Downloads/2013-03-08-standaIone.|Klf 
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CRS Written Statement: 

Examining Reform Efforts to Improve the Medicare Part B Drug Program for Seniors 


Table 2 illustrates how budget cuts might affect Medicare Part B drug payments for physicians and 
patients.’’ As shown in line #2 in Table 2, for a Part B drug with an ASP of $943.40, the Part B dmg 

Table 2. Example Sequestration Effects on Medicare Part B Drug Payments 


Line 

# 

Medicare Part B Drug Payment 
Calculation 

Medicare 

Payment 

Amount 

1 

ASP 

$943.40 

2 

106% ASP 

$1,000.00 

3 

Beneficiary Coinsurance 

$200.00 

4 

Pre-sequestration Medicare Payment Portion 

$800.00 

5 

Medicare Payment Portion after 2% Sequester 

Physician Payment Before Sequester 

$784.00 

6 

Medicare 

$800.00 

7 

Beneficiary 

$200.00 

8 

Total 

Physician Payment After Sequester 

$1,000.00 

9 

Medicare 

$784.00 

10 

Beneficiary 

$200.00 

II 

Total 

$984.00 


Source; Centers for Medicare & Medicaid Services (CMS). 


Notes; Itiis example assumes that the beneficiary has met the deductible. This example also assumes that 
the provider participates in Medicare and accepts assignment, so the beneficiary may not be billed for 
higher copayments to make up for reduced provider reimbursement. 


reimbursement would be $1,000 based on the normal Medicare payment methodology. Line 3 displays 
the beneficiary’s coinsurance, which is 20% of what Medicare pays - in this case $2()0. Line 4 displays 
what the physician would have received in payment from Medicare for the Part B drug, prior to 
sequestration (106% of ASP [$1000] - beneficiary coinsurance $200, i.e. $200. Line 5 shows the reduced 
payment the physician receives under sequestration, where the 2% reduction was applied only to the 
portion of the reimbursement paid by Medicare [($800* 2% = $16) and ($800-$16 = $784)]. As shown in 
lines 9-11, under sequestration physicians would receive a total payment of $984 for this Part B drag, 
which represents approximately a 1 .6% payment reduction from the $ 1 ,000 that they would have been 
paid before sequestration. The sequestration cuts would reduce Medicare Part B drug payments in this 
example to approximately 104.3% of ASP. 

Some providers and other stakeholders assert that the BCA budget cuts potentially could force providers 
to stop seeing Medicare patients who need particular drugs that these providers cannot purchase at 
competitive prices.® 


® Letter to Representative Sessions (R-TX) from Marilyn Tavenner, Administrator, Centers for Medicare & 
Medicaid Services, June 3, 2013. 

* See April 1, 2013 letter to United States House of Representatives from American Society of Clinical Oncology, 
Community Oncology Alliance, International Oncology Network/AmerisourceBergin, and the US Oncology 
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CHS Written Statement; 

Examining Reform Efforts to Improve the Medicare Part B Drug Program for Seniors 


Proposed Legislation 

H.R. 800, introduced by Representative Whitfield on February 15, 2013, would amend the Social Security 
Act to exclude customary prompt pay discounts extended by manufacturers to wholesalers from the 
Medicare Part B ASP calculation.'" This exclusion would increase manufacturers’ ASPs."*^ Supporters of 
the legislation assert that higher ASPs would increase reimbursement for physicians who are 
administering Medicare Part B drugs. This higher reimbursement might be more important and more 
beneficial for smaller, community-based oncology practices that are unable to purchase drugs in sufficient 
volume to get the most competitive market prices. 

Excluding customary wholesale prompt pay discounts from ASP calculations would not change other 
price concessions that are subtracted from ASP. Pharmaceutical pricing can be very dynamic, so that 
price concession currently provided to wholesalers as prompt payment discounts might re-emerge in 
another form or be passed on through other existing mechanisms such as chargebacks, rebates, or in 
bundled prices. In addition, H.R. 800 also might increase coinsurance payments for Medicare 
beneficiaries, since they pay 20% of Medicare Part B drug costs. 

H.R. 1428, the Comprehensive Immunosuppressive Drug Coverage for Kidney Transplant Patients Act of 
2013, was introduced by Representative Burgess on April 9, 2013. Under current law, individuals with 
End Stage Renal Disease (ESRD), who meet certain requirements, are eligible for Medicare. If an ESRD 
patient receives a kidney transplant, Medicate eligibility expires three years after the successful kidney 
transplant. Generally, kidney transplant recipients must take immunosuppressive drugs the rest of their 
lives to suppress their body’s itrunune system reaction to the transplanted organ. Medicare covets 
immunosuppressive drugs under Part B for an unlimited period of time, but kidney transplant patients 
lose their Medicare eligibility three years after they received their successful transplant. H.R. 1428 would, 
among other things, amend the Social Security Act to provide Medicare coverage of immunosuppressive 
drugs beyond the three-year period. 

H.R. 1416, the Cancer Patient Protection Act of 2013, was introduced by Representative Ellmers (R-NC) 
on April 12, 2013. H.R. 1416 would exempt Medicare Part B drug payments from the BCA mandatory 
budget cuts. H.R. 1416 would be effective for payments made beginning April 1, 2013, and would not be 
applicable to any other Medicare program or law. 


Network at htlDs://mediagractions.com’E382nF8C11F80915AE699AlBD4FA(»48B628-5786/40a929e3-7abc- 
4ah8-ha26-8n 127438934.ndf . 

Senator Roberts introduced S. 806, a parallel bill, April 24, 2013. 

Similar legislation was introduced in the 11 1* and 112* Congresses. 
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Mr. Pitts. I now recognize Dr. Brooks for 5 minutes for an open- 
ing statement. 

STATEMENT OF BARRY BROOKS, M.D. 

Dr. Brooks. Chairman Pitts, Congressman Green, members of 
the committee, thank you for the opportunity to testify on behalf 
of the U.S. Oncology Network and community oncology in general 
on the Medicare part B drug program. 

I am Barry Brooks. For 31 years, I have been taking care of can- 
cer patients. Being an oncologist is intellectually and emotionally 
challenging, but I think it is the best job in the world, and I love 
it. As a community oncologist, I feel I am part of a dying breed. 
Our way of life and practice is being squeezed out of existence. We 
are struggling to make ends meet and continue to care for our be- 
loved cancer patients in the private practice setting. But the way 
red ink is spreading over our ledgers, there won’t be many of us 
left in a few years. Instead, we will all be employed in arrange- 
ments we don’t like in institutions where doing the right thing re- 
quires executive approval. But I am not here to complain about my 
job prospects. I am here to talk about demographics and math. 

Medicare covers over 60 percent of cancer patients and the Medi- 
care population is growing every day. And worse, the expensive 
care these patients need are shifting from my low cost realm into 
higher cost arenas. You all know the problem, cancer care costs 
more in the hospital outpatient department. And hospital-based 
care is growing by leaps and bounds. The root of the problem has 
two parts. One, Medicare doesn’t adequately cover the cost of com- 
munity oncology practice care; and, two. Medicare payments and 
rules are tilted in favor of the hospital. Since 2005, community 
oncologists have been slowly bleeding to death. After MMA, Medi- 
care pays us for cancer patients an average sales price plus a 6 per- 
cent service payment for the costs and risks associated with pur- 
chasing, storing, mixing, administering, disposing these drugs. The 
6 percent is the only Medicare payment for the significant work to 
prepare chemotherapy for administration. And even if the drugs 
are ready for infusion on arrival to our practice, paying acquisition 
costs would not reflect the cost of inventory and the systems need- 
ed to manage it. 

Even prior to sequestration. Medicare drug reimbursement did 
not cover our costs. Due to technical flaws in the ASP formula plus 
six in theory does not equal plus six in reality. Wholesaler prompt 
pay discounts reduce ASP values that are not extended to our clin- 
ics. ASP values always take 6 to 8 months to be reflected in our 
price. We cannot collect the entire copay allowable and Medicare 
does not reimburse us for uncollectible beneficiary coinsurance. 

These issues are not new. As far back as 2007, MedPAC reported 
the reimbursement for some drugs was below market price. This 
means that we have to give away our services for free or, worse, 
we have to pay for seniors’ cancer drugs out of our own pockets. 
Since April 1, we are living under ASP plus 4.3 percent. While con- 
trolling deficit spending is important, the Administration’s decision 
to apply the sequester both to our 6 percent payment services part 
and to the entire drug costs has effectively cut our services pay- 
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ment by 28 percent. It forces us to subsidize Medicare patients or 
send them elsewhere for care. 

Oncologists around the country are making these difficult deci- 
sions, and I respect each practice’s choice. But one thing is certain, 
operating at a loss on more than half your patients is not a sus- 
tainable model. While tweaks to the Medicare reimbursement rates 
would go a long way towards shoring up community cancer care, 
variations in reimbursement for the same services in different out- 
patient services tilt the competitive landscape in favor of the hos- 
pital and encourage inefficiency. One-third of U.S. hospitals pur- 
chase chemotherapy drugs through the 340(b) program and enjoy 
margins of over 30 percent on their Medicare cancer drugs. It is no 
wonder drug spending in hospitals is increasing so rapidly and pa- 
tients and oncologists alike are migrating to these settings. Push- 
ing patients with expensive to treat conditions into more expensive 
settings to get the same care and the same result makes as much 
sense as adding a trap door to a canoe. The patients get lost in this 
setting. The hospitals get lower drug costs. They get higher reim- 
bursements. The patients have to travel further. They have to wait 
longer. They have to pay more out of pocket. This is just not right, 
and it is not necessary. 

I know I am preaching to the choir here. Members of this com- 
mittee have introduced and supported legislation like that from 
Congressmen Green and Whitfield to help with prompt pay; Con- 
gresswoman Ellmers’ H.R. 1416; 30 members of the committee 
have signed a letter questioning how the Administration handles 
sequester cuts on Medicare part B for oncology; and others have 
just signed a recent leadership letter to the so-called Lance- 
Pascrell. We also want to thank Congressman Rogers and others 
working with him to implement site-neutral payment, as rec- 
ommended recently by MedPAC. The world’s best cancer care deliv- 
ery system is struggling to take care of our patients. We and they 
need your help. 

Thank you for letting me talk today. 

Mr. Pitts. The chair thanks the gentleman. 

[The prepared statement of Dr. Brooks follows:] 
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A "I.e US Oncol Of'/ 

el work 

Submitted Testimony of Dr. Barry Brooks on the 
Benefits and Challenges of Medicare Part B Drugs 
Energy and Commerce Health Subcommittee Hearing 
Examining Reforms to Improve the Medicare Part B Drug Program for Seniors 

June 28, 2013 

Chaiman Pitts and Ranking Member Pallone, thank you for the opportunity to testify 
today on behalf of The US Oncology Network’ before the Energy and Commerce 
Subcommittee on Health on the role and importance of Medicare Part B drugs in 
community oncology. The Energy and Commerce Committee has always been especially 
committed to cancer patients and providers over the years and many of the Members on 
this Committee have been relentless champions for cancer patient access. We appreciate 
your dedication and support for Americans fighting cancer and for those of us who try to 
help them live longer, happier lives. 


My name is Barry Brooks, and for the last 31 years I have spent the majority of my time 
taking care of cancer patients. On an average day I work more than 12 hours. Though a 
lot of my time is spent on administrative tasks, still I see 14-20 patients a day. Slightly 
over 40 percent of my patients rely on Medicare and another 5-10 percent are either 
covered by Medicaid or are uninsured. I am proud to be a cog in the world’s most 


‘ The US Oncology Network is one of flie nation’s largest networks of community-based oncology physicians doJicated to advancing 
cancer care in America. Like-mind^ physicians are united dirou^ The Netwml around a common vision of e)q3anding i^tient access 
m high-quality, integrated cancer care in communities throughout die nation. Leveraging healthcare information technology, shared 
best practices, refined evidence-based medicine guidelines, and quality measurements, physicians affiliated with The US Oncology 
Network are committed to advancing the quality, safety, and science of canc«r care to improve i^tient outcomes. The US Oncolo^ 
Network is supported by McKesson Specialty H^th, a diviskm of McK^on Corporation f(K:used on empovwring a vibrant and 
sustainable community |»tient care delivery system to advance the science, technology and quality of care. For more information, visit 
www.usoncologv.com . 
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effective and successful cancer care delivery system because after nearly 100 years of 
increasing cancer death rates in the United States, we have started to turn the comer in 
this fight. Cancer mortality has fallen by 20 percent fi'om a 1991 peak and now cancer 
patients fi'om around the world seek care here because Americans enjoy the best cancer 
survival rates in the world. 

Yet, there remains much work to do to realize our fHjtential of eradicating cancer. The 
American Cancer Society estimates 1 .6 million Americans will be diagnosed with cancer 
and more than 580,000 will die of cancer in 2013. As has been the case for decades, only 
cardiovascular disease will kill more Americans. To step up and win this important fight, 
we need a stable and sustainable cancer care delivery system. That’s where community 
cancer care and Medicare Part B coverage for physician-administered drugs comes in. 
Community based cancer care provides patients with convenient, comprehensive, state- 
of-the-art cancer treatment close to home. And more than 60 percent of US cancer 
patients rely on Medicare to pay their medical bills. That makes Medicare policy for 
chemotherapy and other intravenous drugs a huge issue for a lot of Americans. 

Medicare Part B Drugs Generally 

The Medicare program is the primary source of health coverage for most senior citizens. 
Part A of the program covers inpatient services, while Part B focuses on the services of 
physicians and other treatments received in the outpatient setting. Most coverage of 
prescription drugs is provided separately under Medicare Part D while drugs that require 

2 
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physician administration are covered under Part B. Part B coverage is particularly 
important for cancer patients: chemotherapy drugs and anti-cancer therapies account for 7 
of the top 10 therapies covered by Part B.^ 

Medicare Reimbursement for Part B Drugs 

In the Medicare Modernization Act of 2003 (MMA), Congress enacted the Average Sales 
Price (ASP) reimbursement methodology for Part B drugs. ASP reflects the average price 
of a drug’s sales to all purchasers in the United States. Based on data received directly 
from manufacturers, the Centers for Medicare and Medicaid Services (CMS) calculates 
the ASP for each Healthcare Common Procedure Coding System (HCPCS) code covered 
under Medicare Part B. A HCPCS code may include drugs from more than one 
manufacturer in the case of multiple source drugs, or in the case of single source drugs 
that shared the same HCPCS code prior to enactment of the MMA. 

Pursuant to the MMA statute. Medicare reimburses physicians for cancer drugs at 
average sales price (ASP) plus a 6 percent services payment to compensate community 
cancer clinics for the operational complexity and financial risks associated with 
purchasing, storing, mixing, administering and disposing of these highly potent and 
effective therapies. Community oncology practices buy the drugs on behalf of CMS and 
CMS pays an additional six percent above acquisition cost to manage the product and 
prepare it for administration to patients. This six percent is incredibly Important because 

^ Moran Company analysts tabulated the top ten drugs based on Part B spending in 2009, Six of the top ten drugs were chemotherapy 
agents. Two were drugs designed to treat chemotherapy related anemia. 
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none of the work that must occur to prepare chemotherapy for administration to a patient 
is otherwise reimbursed by Medicare. For the most part, state laws require very specific 
infrastructure and personnel for the storage and preparation of these drugs. The drugs 
must be stored at controlled temperatures, mixed to the proper dose and bagged for 
administration by trained pharmacists and admixture technicians within approved clean 
rooms that often cost tens of thousands of dollars in investments in pharmacy hoods and 
double negative pressure areas to prevent the toxic materials fr-om harming staff and other 
patients. Even in small clinics with one or two medical oncologists, the ancillary staff to 
do all the above can be 4-5 highly trained professionals and in larger clinics, the staffing 
is accordingly much bigger. Even if every drug were ready to be administered to a 
patient at the moment it arrived on the doorstep of the practice, paying exactly only 
acquisition cost for the drug would still be problematic and would not properly reflect the 
financial costs of inventory as well as the significant infrastructure investment to manage 
and control this unique inventory. 

The current Medicare reimbursement structure for Part B drugs is not perfect, but it has 
achieved many of the goals of those who designed it back in 2003 . It has clearly created 
a more accurate reimbursement approach than the prior system and it has attenuated the 
prior significant growth rate of Part B drug units and spending, creating stability in the 
costs to Medicare and the patients who rely on it. A recent study of Medicare data 
indicates that “[ojver the past several years, total payments and units have remained 
stable, while changes in the weighted average ASP show that pricing in the aggregate for 
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drugs and biologies in Medicare Part B. . .has remained flat.”^ The current ASP system 
has also diminished overall IV drug prices and price increases, notwithstanding the 
typical media coverage of new high-priced therapies. The same analysis of Medicare 
data demonstrates “while CPI-M has gradually been increasing from 2006 to the present, 
the volume-weighted ASP has maintained a much flatter line.”'' ASPs have been steady, 
or decreasing, for the last two quarters according to CMS.^ In other words, price 
decreases associated with generic transitions have offset price increases and the 
introduction of new, high-priced drugs over the past decade, just as one should expect 
from a mature and healthy system that balances innovation with access. 

Recent Shifts in Site of Service for Part B Drugs 

There are also challenges that impede access to life-saving and life-lengthening therapies 
that we offer. Recent weeks have raised the national consciousness about the tremendous 
strain imperiling our nation’s cancer care delivery system. Just 8 years ago, 87 percent of 
cancer care occurred successfully in cost-effective community oncology practices.* In 
recent years, this percentage has dropped significantly as Medicare policies have created 
an environment where doctors break even or operate at a loss when helping seniors fight 
cancer. 


^ Trends in Weighted Average Sales Prices for Prescription Drugs in Medicare Part B, 2006-2012, The Moran Company, December 
2012. Online at: httDs://media.gractions.coni/ES820F8CllF80915AE699AIBD4FA0948B628S786/cef337d0-5331-4659-8cb5- 
cfa3ca2e8f62.pdf 
* ibid 


^ CMS ASP Drug Pricing Files, July and April 2013. Online at: Y 
Dmgs/McrPartBDrugAvgSalesPrice/201 3ASPFi1es.html 

* Analyses for Chemotherapy Administration Utilization and Chemotherapy Drug Utilization, 2005-201 1 for Medicare Fee-for- 
Service Beneficiari«i; The Moran Company, May ^13. Online at: 

httDs://media.gractions.com/E5820F8CllF8091SAE699AlBD4FA0948B6285786/Q1655fe9-70d-4d9a-80dO-d2f9S81673al.Ddf 
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The data are clear: our world-class community cancer care delivery system is struggling 
to survive. Since 2008, 1,338 community cancer care centers have closed, consolidated, 
or reported financial problems. Over the past several years, the country has experienced 
a shift of outpatient cancer care deliveiy fi-om the physician office to the hospital 
outpatient department; 288 oncology office locations have closed, 407 practices merged 
or were acquired by a corporate entity other than a hospital, and 469 oncology groups 
have entered into an employment or professional services agreement with a hospital.^ 

By 201 1, nearly a third of Medicare’s outpatient chemotherapy and anti-cancer drugs had 
moved to the hospital setting, a more than 150 percent increase for HOPDs. Medicare 
payments for chemotherapy administration services in hospital outpatient settings have 
more than tripled since 2005, while payments to community cancer clinics have actually 
decreased by 14.5 percent.* And sadly the flight fi-om community oncology did not end 
in 2011. Since early 2012, there has been a 20 percent increase in clinic closings and 
hospital acquisitions, which means increasingly more patients are facing reduced access 
and more expensive care.^ 

When clinics close their doors, access to care is compromised for all cancer patients, but 
especially vulnerable seniors. This shift to hospital-based care doesn’t just reduce access 
to care for cancer patients, it also increases costs to Medicare, taxpayers and patients. 
Recent studies show hospital-based cancer care costs Medicare $6,500 more per 

’ Community Oncology Alliance Practice Impact Report, June 25, 2013. Online at: 

htto://www.communitvoncoloev.ore/UserFiles/Communitv Oncology Practice Impact Report 6-25-13F,Ddf 
* Analyses for ChemoAerapy Administration Utilization and CSiemotherapy Drug Utilization, 2005-201 1 for Medicare Fee-for- 
Service Beneficiaries; The Moran ComfMny. May 2013. 

’ Community Oncology Alliance Practice Impact Report, June 25, 2013. 
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beneficiaiy and seniors $650 more out of pocket per patient annually.’® These 
differences are even greater for care covered by private insurers. The fact of the matter is 
that there is no clinical justification for migration of outpatient cancer care to the hospital 
setting. Patients don’t want to be in a hospital and there is simply no advantage to 
driving care into a more expensive setting. 

Issues with the ASP Formula 

Even prior to the sequestration policy currently in effect, Medicare’s drug payment rate at 
ASP plus 6 percent has failed to reimburse adequately for the total costs incurred by 
community cancer clinics in acquiring essential cancer-fighting therapies. Due to 
technical flaws in the ASP formula, plus 6 in theory is not plus 6 in reality. The ASP 
formula produces ASP values below the prices clinics can obtain. CMS has interpreted 
the ASP formula to require the ASP value to be reduced by any wholesaler prompt pay 
discounts - which typically fall in the range of 1-2 percent of wholesale acquisition cost, 
but these discounts pharmaceutical manufacturers extend to distributors of chemotherapy 
drugs for timely payment are not extended to clinics. This artificially lowers Medicare 
payment for life-saving anti-cancer drugs and results in reimbursement below cost for 
many critical cancer drugs. Changing the ASP methodology as proposed by Rep. Ed 
Whitfield (R-KY) through HR 800 would make ASP values and Medicare Part B 
reimbursement more accurate. 


K. Fiteh and B. Pyenson, Miiliman Client Report, Site of Service Cost Differences for Medicare Patients Receiving Chemotherapy 
(Oct. 1 9, 20 U ), available at http://Dublications,milliman.com/pi^ljcations/heaIOi-Dublished/pdfs/site-of-service-cost-difTerences.Ddf 
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Additionally, Medicare reimbursement rates for Part B drugs are set using reported 
average sales prices from two quarters prior to the reimbursement quarter. The result is 
that at any given time Medicare is paying for Part B drugs on the basis of prices that are 
4-8 months old. As prices for pharmaceuticals increase, providers are essentially 
covering the difference for the government until the ASP formula catches up. This lag in 
the ASP values also creates a significant incentive at the end of a product’s exclusivity 
period where Medicare pays brand-based prices for several months after a product has 
gone generic. Reducing the amount of time between the collection of the data and its use 
to set reimbursement rates would make ASP values and Medicare Part B more accurate. 

These issues with the ASP formula are not new. As early as 2007, MedPAC found that 
with reimbursement set at ASP plus 6 percent, the difference between acquisition costs 
and payment was "slim" and some products could not be purchased below the payment 
rate.' * When this difference is “slim” or negative, it means there is either no payment for 
the substantial services provided to store and prepare the drug for administration, or 
worse that the practice is paying to provide those services and also paying for a portion of 
the patient’s needed therapy instead of Medicare. After the sequester cuts, the payments 
are well below break-even. 

Issues with Beneficiary Coinsurance 


" MedPAC Report to Congress January 2007: Impact of Changes in Medico Payments for Part B Dru^. Online at; 
httD.7/www.mcdDac.eov/document5/ian07 nartb mandated reDort.pdf 
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While the prompt pay discount problem and two-quarter lag problem makes it difficult 
for community oncology clinics to break even at ASP plus 6 percent, it is quite rare for 
practices to be able to collect the entire Medicare allowable rate for Part B drugs. This is 
principally due to the 20 percent coinsurance responsibility facing beneficiaries, often on 
veiy expensive therapies. It has been the experience of practices in The US Oncology 
Network that approximately 25 percent of the beneficiary coinsurance (approximately 5 
percent of the Medicare allowable) is uncollectible and ends up as bad debt. While this is 
meaningful even in the context of services that involve a physician’s time, a nurse or 
therapist’s time and fixed assets that constitute capital expenditures, it is even more 
meaningful in the context of Part B drugs where the practice buys the drug on behalf of 
CMS and is then reimbursed for it by Medicare (80 percent) and the beneficiary (20 
percent). Unlike hospitals. Medicare does not reimburse physician offices or community 
cancer clinics for uncollectible beneficiary coinsurance. 

Ironically, with the introduction of federally-mandated out-of-pocket caps on all private 
insurance coverage through the ACA starting January 1, Medicare coverage may actually 
leave a cancer patient most exposed to the threat of bankruptcy. The US Oncology 
Network would strongly support efforts to cap Medicare beneficiary out-of-pocket 
responsibility at a reasonable amount. 

Issues with Medicare Payment and Policy Advantages Based on Site of Service 
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Another key driver of the shift fi’om community clinics to hospital outpatient departments 
is the steady erosion of revenues in the physician office setting due to significant changes 
in Medicare payment policies for outpatient services. Additionally, the wide variation of 
reimbursement for the same services in different outpatient settings compounds the 
problem. For example, the 2013 Medicare Physician Fee Schedule rate for 1 hr of chemo 
infusion by iv is $143.24 but the payment rate for the same service under the 2013 
Hospital Outpatient Prospective Payment Schedule (HOPPS) fee schedule is 61 percent 
higher at $230.50. These types of discrepancies in reimbursement throughout oncology 
and other specialties greatly advantage hospital outpatient departments and in effect 
subsidize and encourage inefficiency. We know the committee is familiar with this facet 
of the problem and has supported policies to equalize E&M payments across care 
settings. The US Oncology Network applauds the Medicare Payment Advisory 
Commission’s recent recommendation to level the playing field for outpatient services, 
including oncology services. We also strongly support current efforts of committee 
members to take an urgent approach to site-neutral payment in the oncology space and 
look forward to working with you to achieve that policy goal. 

In addition to these code and service specific payment differentials outlined by MedPAC, 
hospitals enjoy other advantages relative to government policies around Part B drugs that 
push more patients and physicians into that setting. Approximately, one third of US 
hospitals purchase chemotherapy drugs through the 340B program at discount up to 50 
percent, typically more than 30 percent below the Medicare reimbursement rate of ASP + 
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6 percent.'^ For 340B hospitals, the margin on Medicare drugs is over 30 percent, where 
for community clinics the margin is zero to negative 2 percent. It is no wonder that drug 
spending is increasing so rapidly in the hospital outpatient setting and that care is moving 
in that direction. 

Issues with the Federal Budget Sequester 

The most recent challenge to access to Part B drugs and the viability of community 
cancer care comes of course through the federal government budget sequestration policy, 
and in particular, the administration’s decision to apply this cut to both the 6 percent 
services payment and also the acquisition cost of the underlying Part B drugs purchased 
on behalf of CMS. We support thoughtful deficit reduction and we are not here to 
request a repeal of or exemption from the sequester. However, the administration’s 
implementation of this policy is effectively forcing cancer clinics to subsidize Medicare 
— that is, to make up the difference between what Medicare pays and the actual cost of 
cancer drugs. 

Health care providers are never comfortable talking about their work in purely economic 
terms, but the fact remains that community cancer clinics are small businesses held to the 
economic reality that operating at a loss cannot be sustained. It is hard to imagine any 
business — small or otherwise — ^accepting a policy that requires operating at a loss. 
Oncologists should not be put in the untenable position of continuing to treat patients at 

” OIG Memorandum Report; Payment for Drugs Under the Hospital Outpatient Prospective Payment System OEI-03-09.00420. 
October 22, 2010. Online at; httD://oig.hhs.eQv/oei/reports/oei-03-09-00420.pdf 
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a loss, which will result in clinic closings, or sending seniors fighting cancer to the 
hospital for treatment in order to keep the clinic doors open. 

It would be one thing for community oncologists to absorb the 2 percent Medicare 
sequester applied to physician and provider services, but it is entirely another for the 
sequester cut to apply to the underlying drug acquisition costs paid by practices on behalf 
of CMS. This is unlike any other payment reduction to Medicare and has had an 
inordinate Impact beyond 2 percent. Medicare reimbursement for cancer drugs is 
specifically fixed by law at ASP plus 6 percent, as opposed to services or budgets cut by 
sequestration. The reduction of the 6 percent add-on to effectively 4.3 percent (after 
sequestration is applied) is a 28 percent cut to the clinic’s payment for managing the 
drugs, not a 2 percent cut. This has put many drugs underwater on acquisition cost alone 
and has resulted in zero payment for the costs associated with storing and preparing the 
drugs for administration to patients. We look forward to working with the committee to 
pass legislation that changes the way the administration implements the sequester so that 
it properly applies to the 6 percent services payment but not the acquisition costs-of the 
underlying Part B drugs. 

The National Cancer Institute estimated that there were approximately 13.7 million 
Americans living with cancer in the U.S. last year. About 8 million of those are over the 
age of 65 and approximately half of all cancer spending is associated with Medicare 
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beneficiaries.'^ As the baby boomers continue to reach 65 those numbers will only 
increase. So, now is the time for Congress to act to ensure the future of community based 
care and stop the site of service shift into more costly hospital outpatient departments. 

Several Members of this Committee have written legislation and signed onto letters that 
assist in preserving community cancer care. Specifically, H.R. 800, sponsored by 
Congressman Whitfield, Green and DeGette and 54 additional co-sponsors, would result 
in a more accurately aligned Part B drug reimbursement by removing any discount 
between the manufacturer and distributor that is included in the ASP formula but not 
passed on to the provider. Over 30 Members of this Committee signed a letter to CMS 
questioning how the Administration handled the sequestration cuts on Medicare Part B 
drugs, while Congresswoman Ellmers introduced H.R. 1416 and garnered 91 co-sponsors 
which would remove the 28 percent service cut community oncologists are dealing with 
under sequestration. Lastly, at a time when access and cost issues are intertwined, we 
appreciate the support from several on the committee that believe it is important that 
payment amounts be commensurate with actual services provided, not the site of care. 
Preferentially paying higher amounts in certain settings will predictably lead to the 
expansion of higher cost centers. The result will be further increases in the cost of cancer 
care for those who pay for it - patients, private and government payers. 

The primary purpose of a doctor is to relieve suffering. My 10,000 oncology colleagues 
across the country and I are doing our best. In order to continue to give cancer care to 

Mariotto AB, et ai. Projections of the Cost of Cancer Ca'e in tite United States: 20! 0-2020, J Natl Cancer Imil 2011; 103: 1-12. 
Online at: httD://www.ncbi.nlm.nih.gov/ptnc/articles/PMC3107566/ 
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America’s elderly and under-served, we need your help. Thank you again for the 
opportunity to address the committee, when it is appropriate I am happy to answer any 
questions the committee has regarding my testimony or community oncology. 
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Mr. Pitts. I now recognize Ms. Davenport-Ennis for 5 minutes 
for an opening statement. 

STATEMENT OF NANCY DAVENPORT-ENNIS 

Ms. Davenport-Ennis. Thank you, Chairman Pitts, and thank 
you. Congressman Green, and thank you also, members of the com- 
mittee. I have submitted previously written testimony to the com- 
mittee. And so what I would like to do now is to simply have a con- 
versation with you and share with you what we see happening to 
the Medicare patients in the United States that we have been tak- 
ing care of for the past 17 years. 

To date, we have closed over 750,000 cases dealing with Medi- 
care and Medicaid patients in the United States. And what we see 
is that since the passage of MMA, when we stripped away the re- 
imbursement between the drug margin and the services with the 
commitment that there would be additional codes put in place in 
2004 to bring the reimbursement for physicians up to where they 
had been so they can maintain their practices, we have seen a wa- 
terfall of changes and reductions to reimbursement to physicians. 
And why do our patients care? Why is that our battle? It is our bat- 
tle because the number one asset we have in winning our indi- 
vidual war on cancer or any other chronic disease is a physician 
who is there to treat us. What I can say to you is that we look at 
the destabilization of the workforce today as a result of things like 
a prompt pay discount which loses a 2 percent or the imposition 
of sequestration which is a 2 percent cost cut across both the drug 
and the service. We look at the continued threat of ASP reduction. 
So there is no stability when a practice is trying to plan for the fu- 
ture. And the result to the patients that we serve is really simple. 
They are now facing a reduction in actual practices available in 
their community to see them. And when we lose a practice in the 
community, not only does the senior or the disabled lose it, so does 
every man, woman, and child living in that community. We are 
seeing patients being shifted to hospitals for site of care. It may 
mean longer distances for them to travel. It may mean longer wait 
times for them. We have had it documented that it means an addi- 
tional cost of $6,000 to the system for each patient that is shifted 
to the hospital outpatient setting for care. And because the patient 
is responsible for a 10 percent copayment, it means $600 to $650 
for the patient. 

We have seen the formularies change within Medicare part B 
and we have seen many of our newer drugs that our patients need 
are now being put out on a specialty tier. And at that level when 
we did an analysis of 996 of our Medicare patients, what we found 
is that they were paying on average out of pocket for specialty tier 
drugs through Medicare $684 per prescription that represented 
50.2 percent of the cost of the drug. 

Let me describe to you the Medicare patients that we handle. 
Traditionally, their household incomes are under $23,000. They are 
very proud people, many of whom have worked their entire lives 
to save and to live independently throughout the final years of 
their lives. The seniors that we treat come to their diagnosis and 
seek support through copay even though for them to do that it is 
such a transgression against their independent living. We had 
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$447.6 million donated to nine copay programs in the United 
States of America over the past year, and it was not sufficient to 
meet the demands. As your committee has looked at remedies for 
the prompt pay issue and you are looking at remedies to solve 
many of the Medicare part B reimbursement issues, I want to 
thank you on behalf of the Medicare patients that we represent. 
And I want to also commit to you that our foundations are here to 
work by your side to see that these bills that have been introduced 
through your committee are passed. 

I am pleased to answer in great detail what is happening with 
our patients going through shifts in site of care. But as my closing 
remark, I would like you to note that since April 1, we have started 
tracking the number of patients being shifted from a community 
practice to a hospital outpatient setting. In 90 days, we have had 
10 States that have reported shifting patients from the community 
practice setting into the hospital setting. So I would urge the com- 
mittee to do what you do best, and that is to look at how do we 
minimize financial devastation for Medicare part B beneficiaries? 

I thank you for the opportunity to answer questions. 

Mr. Pitts. The chair thanks the gentlelady. 

[The prepared statement of Ms. Davenport-Ennis follows:] 
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chairman Pitts, Ranking Member Pallone and membereof the subcommittee, thank you for the 
opportunity to testify today on ways to improve Medicare Part B, with particular emphasis on the Part B 
Drug program. My name is Nancy Davenport-Ennis, and I am the Founder and CEO of the National 
Patient Advocate Foundation (NPAFj and the Patient Advocate Foundation (PAF). I would like to thank 
the subcommittee for working to protect patients and hope you will continue to support the millions of 
Americans who endure chronic, debilitating and life-threatening illnesses and who struggle to obtain 
access to the health care services and medicines they need. 

I am here to speak about the long overdue need to improve Medicare Part B. Each of us has heard from 
patients and constituents who have heart-rending stories of denied access to care. Burdensome out-of- 
pocket costs make health care Inaccessible for Medicare beneficiaries. After 17 years of resolving health 
care access Issues in 750,000 patient cases, I can attest with certainty that patients who struggle to 
manage chronic, debilitating and life-threatening diseases require access to a physician who knows the 
patient, who knows the disease, and who understands the particular struggles the patient is trying to 
manage. 

What I would like to stress this morning is that Medicare patients who reach out to PAF for help come 
from all 50 states and report difficulties with Medicare Parts A and D, as well as B. These difficulties 
include medical debt crises and cost-of-living issues, reported by 29.5 percent of patients, the most 
frequently reported issue in 2012. Debt crisis and cost of living issues Include the inability to afford 
transportation, make rent or mortgage payments, meet basic food and nutritional needs, and pay utility 
bills. These patients represent the most vulnerable among us. 

Of the 109,147 patients PAF served in 2012, 23.1 percent are Medicare beneficiaries. In 2011, PAF 
served 103,000 patients, of whom 28.5 percent were Medicare beneficiaries. As reported in PAF's 2012 
Patient Data Analysis Report*, the vast majority of Medicare patients - 72.6 percent - who reached out 
to our organization in 2012 for assistance in paying for care had some form of cancer. The second most 
frequently reported category of disease, affecting 11.9 percent of PAF patients in 2012, includes chronic 
conditions such as diabetes, osteoporosis, chronic obstructive pulmonary disease (COPD), fibromyalgia, 
hepatitis and degenerative disc disease, among others. 

Coverage issues were reported by 24.4 percent of PAF Medicare patients. Difficulty meeting 
pharmaceutical co-payment requirements was reported by 21.2 percent of PAF Medicare patients. An 
analysis completed by PAF of nine national copay programs in the country found that $447.7 million of 
annual support was made available to patients. Even at this level of support, countless beneficiaries may 
not qualify for assistance, or their disease silo is not funded. While copay programs provide an 
invaluable service to Medicare beneficiaries, fundamental changes to out-of-pocket requirements must 
be made for Medicare benefits to align more closely with those available in insurance products in the 
commercial market. 

Unfortunately, Medicare beneficiaries are having an increasingly difficult time finding and retaining 
access to providers who have an intimate knowledge of the patients and their conditions. Reductions in 
Medicare reimbursement to physicians over the past several years have made it difficult to maintain 
their practices within the community or to continue to accept Medicare beneficiaries as patients. The 
difficulties include the following: 


* Patient Advocate Foundation. Patient Data Analysis Report . 2012. 16* Edition. 
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• The vagaries of the sustained growth rate (SGR) adjustments have made planning uncertain and 
unpredictable for physician practices. 

• Medication reimbursement based on Average Sales Price (ASP) has significantly increased the cost 
of Inventory and reduced compensation for administration of Part B drugs. 

• The factoring of prompt pay discounts - which is a matter between manufacturers and wholesale 
distributors - into the ASP calculation has further cut physician reimbursement for Part B drugs 
artificially by about 2 percent. 

• The President's 2014 Budget Proposal would cut Part B drug reimbursements from ASP + 6 percent 
down to ASP + 3 percent. 

• The sequester effectively has cut Part B drug reimbursements to physicians by 2 percent for 
medications and for administrative services since April 1. 

The following cases reported to PAF case managers illustrate shifts in sites of care for Medicare Part B 

patients from practice settings to hospital outpatient settings: 

1. GA - Georgia Cancer Specialists Is a national leader in advanced cancer treatment and research 
with 46 physicians and 27 locations. On April 1, 2013, Georgia Cancer Specialists joined the 
network of Northside Hospital due to budget cuts. They have twenty free-standing physician 
practices located within a 35-mile radius of Northside Hospital that utilize the hospital's billing 
system. The seven remaining free standing offices (Blue Ridge, Atley, Hawkville, Zononi) are 
rural offices located outside the 35-mile radius range and routinely send Medicare and Medicare 
Advantage patients to the hospital setting when the Georgia Cancer Specialists are unable to 
locate financial support through co-pay assistance, drug card discounts or hardship programs. 

2. GA - Northeast Georgia Diagnostic Clinic serves patients in the Gainesville and the surrounding 
communities of the Northeast Georgia region. They have three offices serving 200-250 patients 
a day through their seven providers. Their practice has four oncologists and 3 Rheumatoid 
Arthritis specialists. For anyone needing infusions with Medicare only (and unable to secure 
supplemental support such as Co-Pay) the patients are shifted to the hospital setting at 
Northeast Georgia Medical Center. 

In one example, the average out-of-pocket cost for a colon cancer patient is around $500-600 a 
treatment. One patient was transferred to the hospital setting from the clinic, where his costs 
tripled for the infusion charge. Despite the increased cost, the patient no longer has access to a 
trained oncologist. 

A second example involves Rheumatoid Arthritis patients who need Remicade or Rituxan. This 
facility now sends patients to the hospital because the cost to infuse is too costly for the clinic to 
absorb. Many patients in Part B are often redirected to Part D drugs that are on specialty tiers 
requiring a co-insurance from 25 percent to 66 percent. Many of these patients abandon their 
prescription due to their inability to pay the out-of-pocket cost. If patients in Part B, who are 
also being prescribed Part D drugs, had a process available to cap out-of-pocket expenses in Part 
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D to 25 percent, the abandonment rate could drop precipitously. At $200 out-of-pocket cost, 
the abandonment rate is 25 percent and increases appreciabiy with each increase in co- 
insurance. 

3. OH - Zangmeister Center serves 70-90 patients daily with chemotherapy through their 11 
oncology/hematology physicians. The reductions In Medicare payments are particularly 
devastating to clinics like Zangmeister Center in Columbus, Ohio, where 50 percent of patients 
are Medicare beneficiaries. Like many of their peers, physicians at Zangmeister Center are 
offering critical cancer drugs at break-even or negative reimbursement levels. In fact, they 
currently provide at least 32 life-saving drugs for which they do not receive full reimbursement. 
In other words, doctors are forced to pay out of their own pocket if they wish to provide these 
life-savings drugs to their patients. This is simply unsustainable for the facility and thousands of 
other community cancer clinics across the country. As a result, the sequester cuts have forced 
Zangmeister Center and many similar community centers to advise their Medicare patients to 
seek care elsewhere. 

4. NM - New Mexico Cancer Center is an independent physician owned practice with three other 
satellite offices. They began sending patients in need of chemotherapy infusion to the hospital 
setting as of April 1, 2013 due to budget constraints. 

5. KS - The McKesson Specialty Health /US Oncology Network has expressed its need to move 
patients into a hospital setting due to budget cuts. 

6. IN- Dr. Koneru of Cancer Care of South Indiana merged with Premier Healthcare Group due to 
budget cuts. 

7. PA - A 70 year-old breast cancer patient was transferred from the Allegheny Cancer Center to 
the West Penn Hospital after the local clinic was unable to continue to accept her Medicare 
Advantage Plan, Freedom Health, for her chemotherapy treatment. 

8. CO- A 75 year-old ovarian cancer patient was unable to locate a local physician in and so was 
forced to travel to Denver, 30-45 minutes each way. 

9. TX - A provider office could no longer o treat a patient due to unpaid medical co-insurance. The 
patient was sent to the Medical City Dallas Hospital for administration of her chemotherapy. 

10. TX - A 77 year-old ovarian cancer patient, who came to PAF for help, was receiving 
chemotherapy treatment at the Medical City Hospital in Dallas. Her treating doctor could no 
longer treat her in his office due to budget cuts. She was already on a $5-a-month payment plan 
to pay back outstanding medical debt and will be in chemo the rest of her life. 

As a matter of fairness. Medicare Part B beneficiaries have a right to receive the same benefits and 
access to quality care that other health insurance enrollees receive. For example, health benefit plans 
available in the commercial market include a stop-loss provision that limits out-of-pocket costs after a 
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threshold has been reached. Part B includes no such provision; beneficiaries continue to pay 20 percent 
out-of-pocket for every single Part B service provided in perpetuity, with no cap.^ 

This limitless payment requirement presents a significant burden for beneficiaries with multiple, chronic 
conditions. This is particularly true for those who reach out to PAF: two-thirds of PAF Medicare 
beneficiaries had annual household incomes of $23,000 or less. Under a traditional insurance plan, at 
some point the 20 percent liability would end, and the insurance benefit would assume the cost. 

Formulary restrictions under Medicare Part B and D further impede beneficiaries' access to optimal care. 
Medicare patients deserve the proper medication at the right time at a reasonable level of cost-sharing. 

Making matters worse for patients, displacement from care in community centers will increase reliance 
on urban hospital care, where the annual cost of receiving chemotherapy in a hospital outpatient setting 
is $6,500 higher than receiving care in a physician's office. Additionally, patient co-pay amounts are 
approximately 10 percent higher for hospital outpatient care, which totaled more than $650 per patient 
per yea r.^ 

Furthermore, the perception that radiology is a huge driver of health care costs is the primary reason for 
the seemingly never-ending string of imaging-related cuts. Radiology has experienced $6 billion in 
Medicare cuts for imaging services since 2006.^ 

Let me close with two recent examples to illustrate our concerns about patient access. Recently, PAF 
received a call from a Medicare beneficiary who had been diagnosed with a rare form of Non-Flodgkin's 
Lymphoma that caused severe hemolytic anemia, which requires almost daily lab tests and possible 
platelet infusions. The closest hospital that could provide these services was 40 miles away, and the 
patient's family was struggling to afford the transportation costs. Traveling 80 miles a day to receive 
necessary care adds severe strain to a patient's quality of life, as they are managing a devastating 
diagnosis. 

In 2012, PAF was contacted by a 65 year-old Medicare beneficiary who had been diagnosed with throat 
cancer. The patient was in severe pain and was having difficulty affording his medication. After 
speaking with a PAF case manager, the reason for his difficulties became clear; the patient lived 300 
miles from his cancer treatment center, and his transportation costs were leading to medical debt crisis. 
With an annual income of $40,000 per year, the patient had an extremely difficult time affording his 
medication, transportation and cost of living. 

These Medicare patients need Congress' help to ensure that the health care they require is as 
conveniently located as possible. Congress must correct the way the sequester is applied to Medicare 
Part B drug reimbursements and eliminate these cuts that cruelly punish cancer patients. Further, 
Congress should enact H.R. 800, which removes prompt pay discounts from the calculation of Medicare 
reimbursement rates to make the ASP formula more closely resemble average costs. Additionally, 


^ Medicare.gov. httD://www.medicare.gQv/vour-medicare-costs/costs-at-a-glance/cQsts-at-Blance.html#coilaDse-4809 
^ Miliiman, inc., NY. "Site of Service Cost Differences for Medicare Patients Receiving Chemotherapy." October 19, 2011. 
^ Radioiogy Leaders Criticize Congressional Imaging Cuts, March 01, 2013. http;//rsna.org/NewsDetail.aspx?id-S565 
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Congress stop incentivizing the shift to the hospital outpatient department setting. ASP can only work if 
it is fair and accurate, and it is up to Congress to ensure that this is the case. 

The following recommendations are from PAF professional case management staff, who routinely serve 
Medicare beneficiaries: 

• Launch a national education campaign to enhance enrollment in Medicare Part B and highlight 
the penalty that is assessed to those beneficiaries who do not have credibie coverage and delay 
enrollment past their initial eligibility date. 

• Cap out-of-pocket expenses for those Medicare beneficiaries who simultaneously rely upon Part 
B and D benefits to enhance adherence to treatment protocols and improve outcomes in 
disease management. The 20 percent co-payment for Medicare Part B services and products, in 
combination with the demands of co-insurance for drugs purchased through Part D, with 
payment required in full at time prescriptions are filled, result in excessive abandonment rates 
and destabilization of household resources and individual budgets. 

• Establish an annual out-of-pocket maximum for Medicare beneficiaries that is consistent with 
the commercially insured market from which these beneficiaries have had insurance throughout 
their working lives. Out-of-pocket caps allow planning for utilization of resources to manage 
illness across their later years. 

• Improve Medicare reimbursement to providers so that research hospitals accept Medicare 
patients with Medicare Advantage plans. . Currently, many of our leading research hospitals will 
not accept Medicare Advantage plans due to insufficient reimbursement for services and 
medical supplies. 

• Modify Specified Low-Income Medicare Beneficiary (SLIMB) support to more closely align with 
services that can be paid for through Qualified Medicare Beneficiary. Currently, SLIMB Is limited 
to payment of premium only however, these beneficiaries need support in multiple areas of 
health care. 

The overarching message for Congress to consider is that Medicare Part B should minimize beneficiaries' 
financial risk over time. This principle will be an increasingly important element of the program as the 
baby boom population continues to reach Medicare eligibility. I urge you to give careful consideration to 
the impacts of the sequester, and work to protect the most vulnerable in this country and prevent any 
further cuts to community cancer care. 

Thank you again for the opportunity to testify this morning. I would be happy to address any questions 
you might have. 
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Mr. Pitts. And now recognizes Dr. Melton for 5 minutes for an 
opening statement. 

STATEMENT OF LARRY B. MELTON, M.D., PH.D., FACP 

Dr. Melton. Thank you, Chairman Pitts, Congressman Green, 
and Congressman Burgess, for this opportunity to briefly address 
the Energy and Commerce Committee as it examines reforms to 
improve the Medicare part B drug program. I applaud this com- 
mittee for its leadership and ongoing commitment to strengthening 
our Nation’s health care system. I am Dr. Larry Melton, Medical 
Director of Kidney and Pancreas Transplantation at Baylor Univer- 
sity Medical Center. In my many years of practice and work at Dal- 
las, Texas, I have become familiar with a variety of Medicare pro- 
gram challenges and policy imperfections that could be improved to 
save both lives and Federal resources. Within my field of organ 
transplantation, the most obvious and flawed Medicare policy is the 
program’s arbitrary 36-month coverage restriction for patients’ im- 
munosuppressive drugs post-transplantation. As you may know, 
organ transplant recipients must take immunosuppressive medica- 
tions for the lifetime of the transplanted organ. If immuno- 
suppressive medications are discontinued, rejection and loss of the 
transplanted organ are almost certain to occur. 

Since 1972, Medicare has covered people with end stage renal 
disease without regard to age or SSDI status. There is no Medicare 
coverage limit for a dialysis patient. By contrast, kidney transplant 
recipients lose Medicare coverage at an arbitrary 36 months after 
transplant. In 1972, it was estimated that the ESRD program 
would cost $250 million. Today the program costs in excess of $250 
billion. These figures are staggering, and there is no question that 
a functioning transplant with immunosuppressive drug coverage is 
vastly less expensive than the cost of dialysis. When renal trans- 
plants fail, patients again require dialysis, and may even be can- 
didates for retransplantation, both of which would be covered by 
Medicare. Extending immunosuppressive coverage beyond the 36- 
month limit would decrease the risk of organ failure due to pa- 
tients not taking their immunosuppression. 

The New England Journal of Medicine highlighted a survey con- 
ducted by the American Society of Transplantation that found 70 
percent of U.S. kidney transplantation programs reported that 
their patients had an extremely serious or very serious problem 
paying for immunosuppressive medications and 68 percent reported 
deaths and graft losses attributable to cost-related nonadherence. 
The study further found that since patients with kidney failure 
need either long-term dialysis or a functioning renal transplant to 
survive, failing to pay for ongoing immunosuppression ensures that 
Medicare’s initial investment in kidney transplantation is squan- 
dered, that patients die prematurely, and the U.S. Taxpayers pay 
for more expensive but inferior therapy after some transplants fail 
unnecessarily. At present. Medicare spends approximately $70,000 
to $80,000 per year on a dialysis patient, which Medicare covers in- 
definitely. However, Medicare on average spends less than a quar- 
ter of that amount for a kidney transplant recipient after a year 
of the transplant. For more than a decade now, members of this 
committee have introduced and supported legislation, the Com- 
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prehensive Immunosuppressive Drug Coverage for Kidney Trans- 
plant Patients Act, to address Medicare’s deficiencies in this area. 
Most recently, Congressman Michael Burgess and Ron Kind have 
led the bipartisan and bicameral effort to secure passage of this re- 
form. 

I strongly encourage everyone on this committee to cosponsor, 
support, and pass H.R. 1428 during the 113th Congress. The legis- 
lation saves lives, preserves life-saving donor kidneys, and reduces 
the cost burden to the Federal Government, a win-win for patients 
and the U.S. Treasury. The bill would allow individuals who are el- 
igible for immunosuppressive drugs whose insurance benefits 
under part B have ended due to their 36 months running out to 
remain in the program only for the purpose of receiving immuno- 
suppressive drugs. If they have group health insurance, they would 
not qualify for coverage beyond the 36 months. The legislation is 
intended to be a coverage backstop only for those who otherwise 
have no coverage. The legislation ensures that Medicare would re- 
main the payer of last resort and would not usurp coverage offered 
by private insurers. It is not sound public policy or cost effective 
for Medicare to cover the initial costs of a kidney transplant and 
then stop immunosuppressive drug coverage after 36 months. It is 
unfair to living donors and to those families who have donated or- 
gans of the deceased loved one for the Federal Government not to 
do everything possible to maintain the transplanted kidney and the 
gift of life that they have provided. 

On behalf of kidney patients, families, physicians, surgeons and 
all involved in the transplant process, I ask that this committee 
make the 113th session of Congress the last Congress in which 
many patients will lose Medicare coverage after only 36 months. 
The Burgess-Kind legislation simply corrects a costly policy in- 
equity. It covers transplant anti-rejection medicines only. 

I thank you for the opportunity to focus a few minutes on what 
we in the organ transplant community view as the necessary re- 
form to the Medicare drug program. Thank you. 

Mr. Pitts. The chair thanks the gentleman and now recognizes 
Mr. Cosgrove for 5 minutes for his opening statements. 

[The prepared statement of Dr. Melton follows:] 
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Thank you Chairman Upton (R-MI), Ranking Member Waxman (0-CA), and 
Congressman Burgess (R-TX) for the opportunity to briefly address the Energy & 
Commerce Committee as it examines reforms to improve the Medicare Part B Drug 
Program, i applaud this Committee for its leadership and ongoing commitment to 
strengthening our nation's healthcare system. 

i am Dr. Larry Melton, Medical Director Kidney/Pancreas Transplantation at Baylor 
University Medical Center. In my many years of practice and work in Dallas, Texas, 

I've become familiar with a variety of Medicare Program challenges and policy 
: imperfections that could be improved to save both lives and federal resources. Within 
my field of organ transplantation, the most obvious and flawed Medicare policy is the 
: program's arbitrary 36 month coverage restriction for patient's immunosuppressive 
drugs post transplantation. 

As you may know, organ transplant recipients must take immunosuppressive 
; medications for the lifetime of their transplanted organ, if immunosuppressive 
medications are discontinued, rejection and loss of the transplanted organ are almost 
; certain to occur. Under its current policy. Medicare continues to waste the federal 
j government's investment in kidney transplantation while at the same time paying 
indefinitely for more costly therapies. It is the equivalent of the Federal Government 
: buying a new car, providing enough gas to drive around the block, and then 
' abandoning the vehicle. 

: When kidney's fail, patients only have two treatment options: dialysis or 
: transplantation. Since 1972, Medicare has covered people with End Stage Renal 
; Disease (ESRD) -- permanent kidney failure requiring dialysis or a kidney transplant -- 
without regard to age or SSDl status. There is no Medicare coverage limit for a dialysis 
i patient. By contrast, kidney transplant recipients lose Medicare coverage at an 
arbitrary 36 months after transplant. In 1972, it was estimated that the ESRD program 
would cost $250 million. Today, the program costs in excess of $250 billion. 
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These figures are sta^ering and there Is no question that a functioning transplant with 
Immunosuppressive drug coverage is vastly less »cpens1ve than the cost of dialysis. When renal 
afi<^rafts fait patients again require dialysis and may even be candidates for re-transplantation, both of 
which would be covered by Medicare. Extending immunosuppressive coverage beyond the 36 month 
limit would decrease the risk of allograft failure due to patients not taking their immunosuppression. 

A conservative estimate Is that 20 individuals will die today awaiting a life-saving donor organ. Donor 
organs are a precious resource that fall far short of meeting the actual demand. As we have seen again 
from recent high profile media coverage organ demand far exceeds supply, as a result, the transplant 
community works diligently to ensure that every donor organ is given the best opportunity to save and 
extend life for as long as possible. Current Medicare policy inhibits our ability to that. 

A variety of national and International medical journals have focused attention on the U.S, policy of 
limited Immunosuppressive drug coverage and the kidney Allure that follows, fn particular the New 
England Journal of Medicine (NEJM) highlighted a survey conducted by the American Society of 
Transplantation (AST) that found that 70 percent of U.S. kidney-transplantation programs reported that 
their patients had an "extremely serious" or "very serious" problem paying for Immunosuppressive 
medications, and 68 percent reported deaths and graft losses attributable to cost related non- 
adherence," The study further found, "Since patients with kidney failure need either long-term dialysis 
or a functioning renal allograft to survive, falling to pay for ongoing immunosuppression ensures that 
Medicare's initial investment in kidney transplantation is squandered, that patients die prematurely, and 
the U,S. taxpayers pay for a more expensive but inferior therapy after some transplants fail 
unnecessarily.” At present. Medicare spends approximately $70,000-80,000 per year on a dialysis 
patient, which Medicare covets Indefinitely. However, Medicare on average spends less than a quarter 
of that cost for a kidney transplant recipient after a year of the transplant. 

For more than a decade, members of this Committee have introduced and supported legislation, the 
"Comprehensive immunosuppressive Drug Coverage for Kidney Transplant Patients Act", to address 
Medicare's defidencles in this area. Most recently. Congressmen Michael Surgess, MD (R-TX), and Ron 
Kind (D-WI) have led the bipartisan effort to secure passage of this reform. Although the legislation 
consistently enjoys significant bipartisan and bicameral support...this basic correction to better protect 
patients and federal resources routinely runs out of time and falls short of passage at the conclusion of 
each session of Congress. ! strongly encourage everyone on this Committee to co-sponsor, support and 
pass H.R. 1428 during the 113th Congress. The legislation saves lives, preserves life-saving donor 
kidneys, and reduces the cost burden to the federal government - a win-win for patients and the U.S. 
Treasury. 

The bill would allow Individuals who are eligible for immunosuppressive drugs whose Insurance benefits 
under Part B have ended due to their 36 months running out to remain in the program ONLY FOR 
THE PURPOSE of receiving Immunosuppressive drugs. If they have group health insurande, they would 
not qualify for coverage beyond the 36 months. Hiis legislation is intended to be a coverage badcstop 
only for those who otherwise have no coverage. This legislation ensures that Medicare would remain 
the payer of last resort and would not usurp coverage offered by private insurers. 

It Is not sound public policy, or cost effective for Medicare, to cover the Initial costs of a kidney 
transplant and then stop Immunosuppressive drug coverage after 36 months. That can, and all too 
often does, lead to someone rejecting the transplanted kidney because they cannot afford their 
medicine, tt Is unfair to living donors and to those families who have donated the organs of a deceased 
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loved one, for the federal government not to do everything possible to maintain the transplanted kidney 
and gift-of-life that they have provided. Ironically, when patients lose their transplants, they resume 
Medicare eligibility for all medical needs, including dialysis or even another transplant. 

On behalf of kidney patients, families, physicians, surgeons and all involved in the transplant process, I 
ask that this Committee make the 113th Session of Congress the last Congress in which many patients 
will lose Medicare coverage and jeopardize their kidney transplant after only 36 months. The Burgess- 
Kind legislation, H.R. 1428, simply corrects a costly policy Inequity. It covers transplant anti-rejection 
medications only. Beneficiaries would pay the Part B premium. All other Medicare coverage would 
cease 3 years after the transplant, as under current law. It is a specific fix and improvement that 
benefits all involved. This is common sense. 

Chairman Upton, Ranking Member Waxman and Congressman Burgess...! thank you for the opportunity 
to focus a few minutes on what we in the organ transplant community view as a very necessary reform 
to the Medicare Drug Program. 

THANK YOU. 
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STATEMENT OF JAMES COSGROVE 

Mr. Cosgrove. Chairman Pitts, Congressman Green, and mem- 
bers — 

Mr. Pitts. Did you push the button? Is the light on? 

Mr. Cosgrove. It is on. 

I am pleased to be here today as you discussed Medicare’s pay- 
ment for part B drugs and potential reforms. As you have heard, 
part B drugs are often an important part of treatment for cancer, 
autoimmune disorders, chronic kidney disease, and other serious 
conditions. In 2010, Medicare spent nearly $20 billion for part B 
drugs in all settings, including physician offices and hospital out- 
patient departments. That was about 9 percent of all part B ex- 
penditures that year. Last October, we issued a report that exam- 
ined spending and utilization data for high expenditure part B 
drugs. Specifically, we analyzed the 55 drugs with the highest 
Medicare expenditures in 2010. We also examined spending and 
utilization trends from 2008 to 2010 for the same drugs. And then 
finally we estimated national spending for the total U.S. insured 
population for these drugs and calculated the share attributed to 
Medicare. So in my statement today, I would like to highlight sev- 
eral findings from our October report. 

First, we found that Medicare expenditures were highly con- 
centrated among relatively few drugs. In 2010, the 55 highest ex- 
penditure drugs represented about 85 percent of all Medicare 
spending on part B drugs, or about $16.9 billion. Ten of those 
drugs accounted for approximately 45 percent of all part B drug 
spending. Most of the 55 drugs are under patent and can be pur- 
chased from only one manufacturer. At the time of our report, none 
of the 10 highest expenditure drugs and only nine of the 55 drugs 
we analyzed had a generic drug alternative. Of the 55 drugs in our 
analysis, 23 were used to treat cancer and its side effects. Others 
were used to treat various conditions, such as immune system dis- 
orders, cardiovascular disease, chronic kidney disease, and asthma 
or, as you have just heard, to prevent organ transplant rejection. 

Second, the number of Medicare beneficiaries who used each 
drug as well as the average cost per beneficiary varied widely. 
Some of the drugs were associated with high Medicare expendi- 
tures either because many beneficiaries used the drug or because 
the drug had a very high price. For example. Medicare spent about 
$193 million on influenza vaccines in 2010. The cost per beneficiary 
was only about $13. But more than 15 million beneficiaries were 
vaccinated. Medicare spent about $143 million on Factor VIII re- 
combinant used to treat hemophilia A. In contrast to the influenza 
vaccines. Factor VIII recombinant was only used by 660 bene- 
ficiaries but it cost nearly $217,000 per beneficiary. Among the 10 
drugs with the highest cost per beneficiary, four cost more than 
$50,000 and five more than $20,000. 

Third, spending, utilization, and prices generally increased in the 
2 years. Medicare expenditures increased for 42 of the 55 drugs. 
The drugs with the greatest increases in expenditures also had the 
greatest increases in utilization. In particular, the four drugs with 
the largest in increases were new drugs that had been recently ap- 
proved by the FDA. Expenditures for one of these drugs Lexiscan, 
a stress agent for beneficiaries who cannot take a stress test, grew 
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by approximately 10,000 percent over the 2-year period because the 
utilization grew by 11,000 percent. Prices for most drugs increased 
between 2008 and 2010, although the price changes were not as 
dramatic as utilization changes. The price of Ventavis, a drug used 
to treat pulmonary arterial hypertension, increased by 52 percent, 
which was the largest price increase we observed. Because utiliza- 
tion of Ventavis also increased, expenditures for the drug rose by 
nearly 94 percent over the period. The price of the vaccine used to 
prevent pneumonia increased by 36 percent. Some drugs did de- 
crease in price. The largest decline was 38 percent, and yet still re- 
mained among the highest expenditure part B drugs. 

Finally, our findings show that Medicare is an important part of 
the national market for many of these high expenditure drugs. Spe- 
cifically, we found that Medicare spending accounted for the major- 
ity of estimated total national spending on 35 of the 55 highest ex- 
penditure part B drugs. Almost $17 billion Medicare spent for the 
highest expenditure part B drugs, $11 billion, or 65 percent, was 
spent on drugs for which Medicare beneficiaries accounted for the 
majority of total U.S. spending. For 17 of the drugs. Medicare 
spending represented two-thirds or more of total spending. And for 
six part B drugs. Medicare’s share of national spending exceeded 
85 percent. 

This concludes my prepared remarks. I am certainly happy to re- 
spond to any questions. 

Mr. Pitts. The chair thanks the gentleman. 

[The prepared statement of Mr. Cosgrove follows:] 
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What GAO Found 

Medicare expenditures for Part B drugs in 2010 were concentrated among 
relatively few drugs. The 55 highest-expenditore Part B dmgs represented 
$16.9 billion in spending, or about 05 percent of all Medicare pending on Part B 
drugs, and the 10 h^hest-expenditure drugs accounted fcM* about 45 percent of 
all Part B drug spending in 2010. Most of foese drugs were under patent and 
could be purchased only from a single manufacturer. The number of Medicare 
beneficiaries who used the 55 drugs ranged from over 15 million beneficiaries 
who received the influenza vaccine to 660 beneficiaries w^o used a drug that 
treats hemophilia. The annual per beneficiary cost of the Part B drugs GAO 
examined also varied widely in 2010, from $13 for influenza vaccine to over 
$200,000 for factor vil recombinant to treat hemophilia. Spending, utilization, and 
prices increased for most of the 55 drugs between 2008 and 2010, with the drugs 
that showed the greatest increases in expenditures also showing the greatest 
increases in utilization. 


Five Hl0heet4Expenditure Medicare Part B Dnige, 2010 

2010 rank 

by total Medicare 

exoendttures 

Brand namefs) 

Condition(s) bested 

Total 2010 
eiqpenditures for 
Medicare boieflclaries 
fmilliOTs) 

1 

Epogen/Procrit 
(end-stage renal 
disease (ESRD) use)* 

y^emia in ESRD patients 

$ 2,000 

2 

Rituxan 

Cancer; 

rheumatad arthritis 

1.302 

3 

Lucentls 

Wet age-related macular 
degeneration (AMD) 

1,180 

4 

Avastin 

Cancer; wet AMD 

1,130 

5 

Remicade 

Various autoimmune 
disorders 

900 


Souroa; GAOanaiyMo(4aiafroma»C«M*r»<br UMicar«&M»dlcaidSeivc«s,ths PooC and Drug AdminiUratien.thaNationri 
InMftjtM of Haaldt. and dnig manufadvrara. 


*ESRO is a condition of permanent kidney Allure. 

Spending on Medicare beneficiaries accounted for the majority of estimated total 
U.S. spending for 35 of the 56 highest-expenditure drugs in 201 0. For 1 7 of these 
drugs, Medicare spending accounted for more than two-thirds of total U.S. 
spending. Of the $16.9 billion Medicare spent for the 55 highest-eiq^enditure 
Part B drugs, $1 1 billion, or 65 percent, was spent on drugs fw which Medicare 
was the largest U.S. payer. 
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GOVERNMENT ACCOUNTABILITY OFFICE 


Chairman Pitts, Ranking Member Pallone, and Members of the 
Subcommittee: 

i am pieased to be here today as you discuss reforms to improve the 
Medicare Part 8 drug program. Uniike Medicare Part D,' Part B covers 
drugs that are commonly administered by a physician or under a 
physician's close supervision, such as chemotherapy drugs.^ Many of 
these drugs are particularly expensive for the Medicare program, either 
because they are used by a large number of beneficiaries or because 
their prices are high. Furthermore, both the utilization and cost of these 
drugs are increasing. In 2010, the Medicare program and its beneficiaries 
spent about $1 9.5 billion on Part B drugs, about 9 percent of total Part B 
expenditures. 

My statement will highlight findings from our October 201 2 report on high- 
expenditure Part B drugs.’ In that report we examined (1 ) the Part B 
drugs for which Medicare expenditures were highest in 2010 and the 
utilization and expenditure trends for these drugs from 2008 to 2010, and 
(2) nationwide spending levels for the total U.S. insured population for 
these high-expenditure Part B drugs in 2010 and Medicare's percentage 
of total U.S. spending.* These findings provide a look at the hlghest- 
expenditure Part B drugs in 2010. During or after 2010, several extremely 
expensive products entered the market— Provenge and Jevtana used to 
treat prostate cancer, and Benlysta used to treat lupus, among others. 
Given that costly new drugs entered the market and generic versions of 
other drugs became available, a snapshot taken today would likely show 
a somewhat different set of drugs. 


'Medicare Part D is a voiuntary program through which Medicare covers outpatient drugs. 

’Medicare Part B covers certain physician, outpatient hospitai, iaboratory and other 
services, and medicai equipment and suppies. Part B drugs are commonly administered 
in physicians' offices and hospitai outpatient departments, in this testimony the term 
“drugs" refers to chemically synthesized drugs and biologicals unless otherwise specified. 
Bioiogicats are products derived from living sources, including humans, animals, and 
microorganisms. 

’GAO, Medicare: High-Expenditure Pari B Drugs. GAO-1 3.46R (Washington, D.C.: 
Oct.12, 2012). 

*For this testimony, we use the term Medicare spending to refer to spending by the 
Medicare program and spending by or on behalf of Medicare beneficiaries. 
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To identify the highest-expenditure Part B drugs, we used the Centers for 
Medicare & Medicaid Services' (CMS) national claims files for physicians, 
hospital outpatient, and durable medical equipment. We calculated the 
total expenditures for each drug and ranked the drugs, selecting the top 
55 for further analysis. We also obtained utilization and average annual 
per beneficiary cost from the claims files. We obtained information on the 
purpose and other characteristics of these drugs from the National 
Institutes of Health (NIH), the Food and Drug Administration (FDA), and 
manufacturers. We obtained estimates of total U.S. expenditures for each 
of the drugs from IMS Health, a company that collects and analyzes 
health care data, thereby enabling us to estimate Medicare’s share of 
spending for these drugs. 

We conducted the work for our October 2012 report that forms the basis 
for our findings from August 201 1 through August 2012 in arxordance 
with all sections of GAO’s Quality Assurance Framework that are relevant 
to our objectives. The framework requires that we plan and perform the 
engagement to obtain sufficient and appropriate evidence to meet our 
stated objectives and to discuss any limitations to our work. We believe 
that the infonnation and data obtained, and the analysis conducted, 
provide a reasonable basis for any findings and conclusions. 


Background 


Medicare bases its payments for most Part B drugs on the average sales 
price (ASP), which is calculated from price and volume data that 
manufacturers report quarterly to CMS, the agency within the Department 
of Health and Human Services (HHS) that administers Medicare. ASP is 
the average price, after rebates and discounts, of all sales of a specified 
drug in the United States: consequently, Medicare’s payment rates for 
Part B drugs are based on prices set in the private market. Payment to 
physicians for most drugs is set by the Medicare Prescription Drug, 
Improvement and Modernization Act of 2003 (MMA) at 106 percent of 
ASP,* Until recently, CMS set payment for separately payable Part B 
drugs administered in hospital outpatient departments at a rate that has 
varied between 104 and 105 percent of ASP, but In 2013, CMS set the 
payment rate at 106 percent of ASP. 


*Pub. L No. 108-173, § 303(cK1).117 Slat. 206S, 2239 (adding Social Security Act (SSA) 
§ 1847A(b)), 
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The MMA directed the HHS Office of Inspector General (OIG) to compare 
ASP to the average manufacturer price (AMP), and authorized CMS to 
lower reimbursement for drugs with ASPs that exceed AMPs by 5 percent 
or more.® OIG’s most recent annual report found that there were 58 drug 
codes in 201 1 for which ASP exceeded AMP by at least 5 percent. 
Beginning in 2013, as authorized by the MMA, CMS is implementing a 
policy to substitute AMP-based prices in such cases. Specifically, CMS 
will substitute 1 03 percent of the AMP for the ASP-based reimbursement 
amount when OIG identifies a drug code that exceeds the 5 percent 
threshold in two consecutive quarters or three of four quarters.' 

In a 2005 report, we analyzed the use of ASP to set payment rates for 
Part B drugs, and we determined that it was a practical approach 
compared with methods based on alternative data sources.® Nonetheless, 
we had concerns about CMS's lack of certain information on ASP, and 
characterized it as “a black box." Specifically, we stated that CMS did not 
have sufficient information on how manufacturers aliocate rebates to 
individual drugs sold in combination with other drugs and had no data that 
would allow It to validate the underlying reasonableness of prices. CMS 
did not obtain price and volume data by purchaser type— for example, 
physicians, hospitals, and other health care providers. Furthermore, a 
sufficient empirical foundation did not exist for setting the payment rate for 
Part B drugs at 6 percent above ASP. The addition of 6 percent to the 
price is relatively small for a $10 drug, but it is substantial for a $100,000 
drug. 

Although payment for most Part B drugs is based on ASP, some are paid 
on a different basis. Vaccines, infusion drugs furnished with durable 
medical equipment, and blood products are paid at 95 percent of average 
wholesale price (AWP), which is the manufacturer's average price to 
wholesalers, but AWP is not defined in law and does not account for 


®AMP represents the average of actual transaction prices paid to manufacturers fora 
given drug and is typically less than any of a drug's published compendium prices, which 
are list prices suggested by drag manufacturers. 

^42 C.F.R.§ 414.904 (2012). 

®GAO, Medicare: Comments on CMS Proposed 2006 Rates for Specified Covered 
Outpatient Drugs and Radiopharmaceudcals Used in Hospitals, G AO-06- 1 7R 
(Washington. D.C.: Oct. 31. 2005). 
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prompt pay or other discounts, rebates, and reductions.® in cases where 
the ASP of a new drug during the first quarter of sales is unavailable, 
payment may be set at 106 percent of the wholesale acquisition cost 
(WAC), which the Social Security Act defines as the manufacturer's list 
price for the drug to wholesalers or direct purchasers, not including 
prompt pay or other discounts, rebates, or reductions, for the most recent 
month for which information is available."’ 

For some drugs such as drugs used to treat cancer, certain new drugs, 
and orphan dnjgs (drugs used to treat rare diseases). Medicare makes 
additional payments, known as transitional pass-through payments, for 2 
to 3 years when these drugs are administered in the hospital outpatient 
setting. For new drugs, pass-through status Is intended to make the drugs 
accessible to beneficiaries while a pricing history is developed and the 
price is established. 

New drugs generally are patented and, while under patent, can be 
manufactured only by the patent holder. Patents generally last for 
20 years from the date of application. After the patent expires and generic 
forms of the drug are marketed at significantly lower prices, the price of 
the original drug usually falls. 


Total Expenditures, 
Utilization, Average 
Costs per Beneficiary, 
and Trends for Part B 
Drugs firom 2008 
through 2010 


Medicare expenditures for Part B drugs in 2010 were concentrated 
among relatively few drugs. In 2010, the 55 highest-expenditure Part B 
drugs represented $1 6.9 billion in spending, or about 85 percent of all 
Medicare spending on Part B drugs. Generic alternatives were not 
available for most of the 55 drugs. Most remained under patent and could 
be purchased only from a single manufacturer. 

The 10 highest-expenditure drugs, shown in table 1, accounted for about 
45 percent of all Part B drug spending in 2010. Of these 10 drugs, 8 were 
biological products and 4 had orphan drug marketing exclusivity in 


^Prompt pay disoounts may be provided when the purchaser pays in advance or within a 
prescribed time perkxt. 

’®SSA § 1847A(cK6)(B). The list price is to be determined as reported in wholesale price 
guides or other publications of drug pricing data. 
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2010.” None of the 10 highest-expenditure drugs had a generic version 
approved by FDA in 2010. 


Table 1: Ten Highest.£xpendlture Medicare Part B Drugs, 2010 


2010 rank by 
total Medicare 
expenditures 

Brand name(s) 

Drug description 

Ciasslficatlon 

CfMidition(8) boated 

Total 2010 
expenditures for 
Medicare 
beneficiaries 
(ddliars in mtilions) 

1 

Epogen/Procrit 
(end^tage renal 
disease (ESRD) use) 

Epoetin atfa, ESRD® 

Biologicai 

An^ia in ESRD 
patients 

$2,000 

2 

Rituxan“ 

RituMmab injection 

Biological 

Cancer; rheumatoid 
arthritis 

1,302 

3 

lucentis 

Ranibizumab injection 

Bioiogical 

Wet age-related 
macular degeneration 
(AMD) 

1,180 

4 

Airestin® 

Bevacizumab injection 

Biok^icai 

Cancer; wet AMD 

1,130 

5 

R^nlcade'* 

Infliximab injection 

Biological 

Various autoimmune 
disorders 

900 

6 

Neulasta 

Injection, pegfilgrastim 
6mg 

Bioiogical 

Prevent infection in 
chemotherapy patients 

888 

7 

Aranesp 
(non-ESRD use) 

Darbepoetin al^, 
non-ESRD 

Biological 

Anemia in 

chemotherapy patients 

504 

8 

Epogen/Procrit 
(non-ESRD use) 

Epoetin atfa, 
non-ESRD 

Biological 

Anemia in 

chemotherapy and HIV 
patients; prevent blood 
loss in surgical patients 

443 

9 

Atimta® 

Pemetrexed injectkm 

Drug 

Cancer 

394 

10 

Taxotere 

Docetaxel injection 

Drug 

Cancer 

387 


Total 






Soufca: GAO an^yaa of CMS. FDA, WH, and tttvg iranufacturar dab. 

*ESRO, a condition of permanent kidney feilure, is also known as stage 5 chronic kidney disease. 
'Tliese products had orphan drug marketing exclusivity for specific FDA-apf«>wd indications in 
2010 , 

Many of the high^expenditure Part B drugs are used in cancer treatment. 
Of the 55 highest-expenditure drugs, cancer and its side effects were 
treated by more drugs (23) than any other set of conditions in 2010. Other 
conditions treated by several drugs included immune system disorders 


”Rtiuxan, Avastin, Remicade, and Aimita had orphan diug marketing exclusivity. 
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(13), cardiovascular disease and testing (5), chronic kidney disease (5), 
asthma and lung diseases (3), and prevention of organ transplant 
rejection (3).'^ 

The number of Medicare beneficiaries in 2010 who used the 55 drugs we 
reviewed varied widely. Utilization of the 55 highest-expenditure Part B 
drugs ranged from over 15 million beneficiaries who received the 
influenza vaccine to 660 beneficiaries who used factor viii recombinant to 
treat hemophilia A. Although Epogen to treat beneficiaries with end-stage 
renal disease (EBRD) was Medicare’s most expensive Part B drug in 
2010,” table 2 shows that other drugs among the top 55 were used by 
more beneficiaries, including two vaccines (to prevent influenza and 
pneumonia), Apart from the vaccines, the greatest number of 
beneficiaries (891 ,000) used Lexiscan, a chemical stress agent used to 
test heart function in patients who cannot take a stress test on a treadmill. 


”Some drugs were used to treat more than one type of condition. 

”Regardioss of age, most individuals with ESRD, a condition of permanent kidney failure, 
are eligible for health care coverage under Medicare. Beginning in 201 1 , CMS 
impiemented bundled payments for drugs and services to Medicare dialysis facilities, 
which treat ESRD, in part to discourage excessive use of separately billable drugs such as 
Epogen. Since then. Medicare has not paid separately for 5 of the 55 drugs in our analysis 
when they are used to treat chronic kidney disease: Epogen/Procrit, Arenesp, Zemplar, 
Venofer, and Hectorot. 
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Table 2: Ten Most Utilized Hlgli*Expendlture Medicare Part B Drugs, 2010 

Brand name(s} 

Condition(s) treated 

Utilization 
(number of unique 
Medicare beneficiaries) 

influenza vacdne (various) 

Prevent infiuenra 

15,229,920 

Pnuemovax 23, Pnu-lmune 

Prevent m^ingitis and pneumonia 

1,692,940 

Lexiscan 

Stress agent for myocardial p^sion imaging 

890,920 

Venofer 

Anemia in chronic kidney disease patients 

329,260 

Epogen^roait 

(End-s^e ranai disease (ESRD) use) 

Anemia in ESRD patients* 

323,920 

Zemplar 

H^rthyroidism in chronic kidney disease patients 

230,700 

Reciast 

Osteoporosis prevention and treatment; treat Pagefs 
disease of bone 

218,060 

Avastin 

Cancer; wet age-reiated macular degeneration 

171,560 

S)m\nsc/Synvisc-One 

Osteoarthritis of the krtee 

168,560 

M)xi 

Prevent nausea and vomiting in chemotherapy and surgical patia^ts 164,000 


Source: GAO anaiyeisofCMS. FOA, NIH, end drug manuIactuiwdMa. 

‘ESRD, a condftion of permanent kidney failure, is also known as stage 5 chronic kidney disease.' 


The annual per beneficiary cost of the Part B drugs we examined also 
varied widely in 2010. The influenza vaccines had the towest average per 
beneficiary cost ($13). Table 3 shows that factor viii recombinant, 
although used by the smallest number of Medicare beneficiaries, had the 
highest average per beneficiary cost— $217,000. 
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Table 3: Ten High-&(penditure Medicare Part B Drugs wid) Highest Average Annual per Beneficiary Cost 2010 


Brand name(8} 

Condidon(8) treated 

Classification 

Awrage annual 
cost per beneficiary 

Factor viii recombinant 
(various) 

Hemophilia A 

Biological 

$216,833 

Remodulin 

Pulmonary arterial h^rtension 

Drug 

130,772 

Ventavis 

Pulmonary arterial hypertension 

Drug 

84,205 

Primacor, Primacor 
in DexUose 

Acute decompensate heart ^ilure 

Drug 

62,790 

Erbitux 

Can<rer 

Biological 

25,898 

Dacogan 

Myeiodysptastic s^drome 

Drug 

25,858 

Herceptin 

Cancer 

Biological 

25,797 

Vidaza 

Myeieysplastic syndrome 

Drug 

22,957 

Sandostatin i^r Depot 

Acromegaly, diarrhea, and flushing caused by cancerous 
tumors and vasoactive intestinal peptide secreting adenomas 

Drug 

22,748 

Veicade 

Cancer 

Drug 

19,667 

Source; GAO analyaia of CMS. FOA. MH. end dma ntaniActurerdeta. 


Spending, utilization, and prices increased for most of the 55 most 
expensive Part B drugs between 2008 and 2010. Expenditures for 42 of 
these 55 drugs increased during those years, with the drugs that showed 
the greatest increases in expenditures also showing the greatest 
increases in utilization. The four drugs for which spending and utilization 
increased most were Lexiscan, Treanda, Privigen, and Reclast (see 
table 4), These drugs were approved by FDA in 2007 or early 2008, and it 
took some months for their use to spread. 
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Table 4: Ten High-Expendlbjre Part B Drugs wWi Largest Changes in ExpendiUires, UtHIzadm, and Average Price frmn 2{N}8 
to 2010 


Cl^nge in expenriihires, 
2008-2010^ 

Change in utilization, 
2008-2010 


Change in airaram price, 
2008-20ir 

Brand name(s} 

Percent 

change 

Brand name(s} 

Pei^nt 

change 

Brand name(s) 

Percent 

change 

Lexiscan 

9,550.4 

Lexiscan 

11,008.7 

Ventavis 

51.5 

TrMnda 

7,440.2 

Treanda 

3,271.4 

Pneumovax 23, Pnu-lmune 

36.0 

Privi^ 

836.3 

Privigen 

381.1 

Myfortic 

22.0 

Redast 

140.7 

Reclast 

136.8 

Hycamtin 

17.5 

Myfbrtic 

106.9 

Myfortic 

73.4 

Gammagaid Liquid 

15.4 

Primacor, Primacor in Dextrose 

94.0 

Hectorol 

71.1 

Doxil 

14.1 

Ventaws 

93.6 

Flebogamma, Fleboganima DIF 

46.7 

Tysabri 

12.3 

Vidaza 

81.9 

Orencia 

45.4 

Vidaza 

11.6 

Gammagard liquid 

69.2 

Vidaza 

41.7 

Gamunex 

11.3 

Orencia 

66.9 

Gamunex 

36.7 

Xolair 

11.2 


Source OAO enelysit of CMS aftd FOAdaU. 

Notes: Our analysis excludes ejqT^dltures and utilizatiOT in 2008 that were reported using a not 
otherwise classified code, which may have artificially increased the changes shown for new drugs, 
including Lexiscan and Treanda. 

*We removed factor ^il recomlxnant biologicai from our analysis of change in expenditures fixxn 
2006-2010 because Medicare claims expenditures for 2008 were tower than values in CMS's Part B 
National Summary Files and we were not confident that the reported expenditures for 2008 were 
valid. 

The change in price analysis was based on the unweighted average ASP across four quarters in 
each year, and does not inriude prices for drugs when supplied through infusion equipment. 

Most price changes from 2008 to 2010 were also Increases but the range 
was smaller— from an increase of 52 percent to a decrease of 38 percent. 
Four of the 10 drugs that increased most in expenditures were among the 
10 that increased most in price. 


Medicare’s Proportion 
of Total U.S. Spending 
on Highest- 
Expenditure Part B 
Drugs 


Spending on Medicare beneficiaries accounted for the majority of 
estimated total U.S. spending for 35 of the 55 highest..expenditure Part B 
drugs in 2010. For 17 of these drugs, Medicare spending accounted for 
more than two-thirds of total U.S. spending. Of the $16.9 billion Medicare 
spent for the 55 highest-expenditure Part B drugs, $1 1 billion, or 
65 percent, was spent on drugs for which Medicare was the largest U.S. 
payer, T reatment of cancer and its side effects, autoimmune disorders 
and immunodeficiency, and chronic kidney disease were the most 
common uses of the 35 drugs for which Medicare spending was the 
majority of U.S. spending. 
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Mr. Chairman, this concludes my statement. I would be pleased to 
respond to any questions you or other members of the subcommittee 
have. 

For questions about this testimony, please contact James Cosgrove at 
(202) 512-71 14 or cosgrovej@gao.gov. Contact points for our Offices of 
Congressional Relations and Public Affairs may be found on the last 
page of this testimony. Individuals who made key contributions to the 
testimony include Phyllis Thorburn, Assistant Director; George Bogart; 
Linda Galib; Andrew Johnson; and Elizabeth T. Morrison. 
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Mr. Pitts. That concludes the opening statements. We will now 
go to questioning. I will begin the questioning and recognize myself 
for 5 minutes for that purpose. 

Dr. Brooks, explain a little bit more what impact would removing 
the prompt pay discount from the Medicare formula have on pa- 
tients and our overall health care system, if you would. 

Dr. Brooks. Well, sir, obviously the weight of the sequester 
would not be removed just by removing prompt way but it would 
help us a great deal. Prompt pay diminishes ASP for our offices by 
approximately 1 to 2 percent. It is a floating number. It is not con- 
sistent. But it decreases our reimbursement by about 1 to 2 per- 
cent. As I like to tell my colleagues, my income in 2012 was 102 
percent from commercial insurance. And what that means is that 
we lost 2 percent on our Medicare patients in our office. So if we 
were to get rid of the prompt pay discount, that would restore us 
to baseline if the weight of sequester were also treated more uni- 
formly in our space. 

Mr. Pitts. Now the President has proposed a 3 percent cut to the 
SP formula. What would happen to your practice if that were to go 
into effect? 

Dr. Brooks. Well, sir, I don’t know whether to answer you seri- 
ously or with some humor. But we did not include in any of my re- 
marks anything about disruption or drama or threats or anything 
of that sort. But I can assure you that if ASP plus 3 percent were 
to ever be enacted, that disruption and drama would occur. We 
would not be able to take care of our Medicare patients at that 
rate. We would immediately have to discontinue that because the 
losses would be enormous. The hospital outpatient departments 
that are currently taking our patients do not have the capacity to 
overnight take those patients in. And there would be an enormous 
access problem. 

Mr. Pitts. All right. Mr. Cosgrove, page 2 of your testimony 
states that “Medicare expenditures for part B drugs in 2010 were 
concentrated among relatively few drugs.” 

Is it fair to conclude then that the majority of drug expenditures 
under part B should not be considered high expenditure drugs? 

Mr. Cosgrove. Under part B, Medicare covers hundreds of 
drugs. So yes. I think the problem is just complex and it may not 
be a one-size-fits-all because you have some drugs that either be- 
cause a lot of people use them or few people use them and they are 
very expensive or some combination are very expensive. And that 
is probably where the attention should be focused. 

Mr. Pitts. Ms. Davenport-Ennis, in reviewing the GAO testi- 
mony, I noticed that a number of the high expenditure drugs on 
the list under part B are drugs used to treat cancer and various 
autoimmune diseases. And I am reminded of the new lupus drug 
that was recently released, representing the first new treatment for 
patients with this disease in over 50 years. How important is it for 
patients with diseases like cancer to have access to new and 
ground-breaking treatments in your opinion? 

Ms. Davenport-Ennis. Thank you for the question. 

So from a patient’s point of view, often the traditional drugs that 
are in the marketplace are not going to continue to work for cancer 
patients that have been in therapies for years and years. If there 
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is a cancer patient that has a very advanced cancer, often you have 
to move them to the newer drugs in the marketplace that will stop 
that disease where it is. And whether it is cancer or whether it is 
another chronic debilitating or life-threatening condition, the new 
drugs hold the promise of independent living. They hold the prom- 
ise that people can stay at work. They hold the promise that they 
can maintain their role as a parent, as a spouse, and as a member 
of society. So each time we create a regulatory hurdle that puts 
that new drug further away from the patient, the more likely we 
are to see earlier debilitation due to disease and less independent 
living and, therefore, additional cost to the system and other 
places. 

Mr. Pitts. Dr. Brooks, please describe for us some of the dif- 
ferences patients experience between being treated in a commu- 
nity-based oncology practice and receiving cancer treatment in a 
hospital outpatient department. 

Dr. Brooks. Well, I briefly described the differences in conven- 
ience and financial commitments in my testimony. But just to re- 
view, patients often have to travel a bit further to get to a hospital 
outpatient department. They often have to wait a bit longer. And 
CMS’ costs in a hospital outpatient department are higher by at 
least 50 percent. Those are the superficial aspects of the problem. 
But, in fact, they are greater. I told my colleagues about a husband 
and wife pair that I used to take care of years ago and I ran into 
recently. And they told me about their follow-up care in another 
State. The husband goes to a private practice for his follow-up and 
he goes in for his appointment at 10:00 o’clock in the morning. He 
gets to the laboratory, sees his physician, and he is home by 11:00 
o’clock. His wife chooses to go to a nearby tertiary hospital out- 
patient department. And it is a very well run and well respected 
institution. She has an appointment for a laboratory at 10:00 
o’clock and an appointment for an x-ray at 11:00 o’clock, an ap- 
pointment for a physician at 1:00 o’clock and outpatient counseling 
at 3:00 o’clock. And she is home by 4:00 o’clock. And she gets basi- 
cally the same services as her husband does in a local community 
oncology office. 

Those are just — that is just an anecdote for you to understand 
that while they give good care in hospital outpatient departments, 
and we never say otherwise, it is just different. 

Mr. Pitts. Did you want to add anything, Ms. Davenport-Ennis? 

Ms. Davenport-Ennis. I would. I would like to add the human 
element to that. So when we have a Medicare patient that contacts 
us and says, I am now being moved from the community setting 
with my doctor, and I am going to need to travel 28 miles to get 
to the hospital, I am going to be in an infusion chair, and I may 
be there for an hour, I may be there for 6 or 8 hours, the journey 
when you leave that chair to return to home is indescribable. So 
if I may be personal with this body, I would like to. 

My husband is a stage 4 cancer survivor. We had to move him 
from a local oncologist, and we had him in a hospital setting. The 
simple 28-mile journey resulted in such acute emesis that we had 
to be rescued by an ambulance roadside. We are not a rare excep- 
tion. The side effects for cancer treatment are serious, and they are 
not simply managed, and so when we move you to a community 
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hospital setting, you may indeed be able to handle that transfer no 
problem whatsoever, but we have many cases that document other- 
wise. 

We think that the hospital cost is something that is important 
to us. We have worked for 17 years to try to work with patients 
to handle the cost of care in a financially sound manner, and to 
exert the full limits of their insurance benefits, and to encourage 
them to get Medigap policies so that, indeed, they are protected as 
they move forward, and even though they play by the rules, the 
system is failing them. 

Mr. Pitts. The chair thanks the gentlelady. 

I now recognize the gentleman from Texas Mr. Green, 5 minutes 
for questions. 

Mr. Green. Thank you, Mr. Chairman. 

Ms. Davenport-Ennis, can you expand on Dr. Brooks’ testimony 
and share the patient’s point of view how the prompt pay discount 
would affect access to Medicare beneficiaries? 

Ms. Davenport-Ennis. So as we have talked to many of the pa- 
tients who have had their sites of care shifted, and as we have 
worked with the doctors that are handling them, what we know is 
that many of the practices started operating on reduced margins in 
2004 because we never got the codes back up to where they needed 
to be, and ASP has been unstable at best. So if we could, indeed, 
restore a 2 percent prompt pay discount to many of these practices, 
it would be the difference between adding back another oncology 
nurse case manager or not having one. It would be the difference 
between being able to have after-hours support for the patient and 
sending them to the hospital phone line for after-hours support. 

So there are many services that we think could be restored, and 
you could maintain practices. And for the record, I would like to 
report that to this point we have had 1,200 practices in the United 
States that have either closed completely or compressed their serv- 
ices into hospital settings in which we lost capacity because the 
number of chairs available for chemo at the hospital were not com- 
mensurate with what they had before the compression and equal 
to the practice as well. 

Mr. Green. OK. Dr. Brooks, can you walk through the impor- 
tance of that 6 percent additional service fee and what has it ac- 
counted for? And I know cancer-treating drugs can be very expen- 
sive. For example, if it was a $100,000 treatment, that would be 
$6,000 that would be part of the service fee. Can you walk us 
through that? 

Dr. Brooks. I would be delighted to. Congressman. 

Obviously, the sequester has definitely removed any incentive we 
have for prescribing expensive drugs, because a small percent on 
a large number cuts both ways. But the prompt pay discount takes 
that 6 percent of ASP and attenuates it by 1 to 2 percent, in our 
opinion. We have to have working capital for inventory, adminis- 
tration, storage, inventory management, systems for transport, 
pharmacy costs, clean room, equipment, waste disposal. We have to 
deal with the problem of inadequate copay collection from Medicare 
beneficiaries — that runs about 5 percent in most of our practices — 
drug denials. And then there is the problem of price increases 
which are not reflected in ASP for about 6 months. 
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This results in pretty much taking away our 6 percent service 
margin that we previously had, but with sequester we have attenu- 
ated that ASP by an additional 1.7 percent, or 28 percent of our 
services payment that we have gotten before. So now we are, as we 
say, breathing through a straw because we are under water. 

Mr. Green. OK. With prompt pay, now sequestration, what is 
the effective percentage? It is lower than the 6 percent? 

Dr. Brooks. I am not sure I understand your question, but, yes, 
sir, if we were to restore both of those, we would be back to very 
close to break even on our cancer — Medicare cancer part B drugs, 
and we would be able to go back to life as we had it in 2012. Not 
great, it was a lot of migration into the hospitals, but it would be 
much better than we currently have. 

Mr. Green. And I know Ms. Davenport-Ennis talked about the 
impact on patients. In your practice have you seen the same situa- 
tion that she talked about? 

Dr. Brooks. Yes, sir. I thought that she was very eloquent de- 
scribing the patient problems of the frail cancer patient having to 
travel great distances to a site of care. We see that a lot in our 
State of Texas, where people have to travel. When community prac- 
tices close, my Texas oncology, if we were to lose our ability to take 
care of Medicare patients in rural, small-town, and in medium- 
sized Texas, cancer patients. Medicare beneficiaries would be trav- 
eling, 100, 200 miles each day for site of care that would take 

Mr. Green. I only have about 20 seconds. 

Mr. Binder, obviously Congressman Whitfield and I have intro- 
duced legislation on the prompt pay discount and the calculation. 
Isn’t it true that this was fixed within the Medicaid program, the 
prompt pay issue? 

Mr. Binder. I am sorry, could you repeat that? 

Mr. Green. Was the prompt pay issue fixed within the Medicaid 
program? 

Mr. Binder. The prompt pay 

Mr. Green. Is your mike on? 

Mr. Binder. It doesn’t — to my knowledge, the prompt pay dis- 
count that is proposed in the legislation wouldn’t impact the Med- 
icaid program directly. Medicaid prices, the Medicaid rebate is de- 
termined off of average manufacturer price, and that price excludes 
all discounts already. 

Mr. Green. OK. OK. Thank you, Mr. Chairman. 

Mr. Pitts. The chair thanks the gentleman. 

Now recognize the vice chairman of the subcommittee Dr. Bur- 
gess, 5 minutes for questions. 

Mr. Burgess. Thank you, Mr. Chairman. Before I get to ques- 
tions, I would like to submit for the record a few things. The article 
from the New England Journal of Medicine from, I think, February 
of last year that Dr. Melton referenced on the impact of coverage 
limits on immunosuppression. I also have statements from the Na- 
tional Kidney Foundation, the American Society of Nephrology, and 
the American Society of Transplant Surgeons, and I would like to 
make those all part of our proceedings today. 

Mr. Pitts. Without objection, so ordered. 

[The information appears at the conclusion of the hearing.] 
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Mr. Burgess. Dr. Melton, frequently here on this committee we 
hear people talk about, you know, we only want sound science; we 
want to make our decisions based on sound science. So tell me, is 
there a good scientific rationale for the 36-month interval for cov- 
ering immunosuppression after a renal transplant and then stop- 
ping that activity? 

Dr. Melton. There is no rationale that that is based on at all 
that I am aware of The patients that we transplant are required 
to take immunosuppressant medications for the life of the trans- 
plant. And it is true that many times they require more medica- 
tions early on in their transplant course, and those can be reduced 
later on, but the need to take those medications continues to exist 
forever. 

Mr. Burgess. So there is not some point at which a patient’s im- 
mune system just kind of accepts life as it is with this new graft 
that is sitting in the body, and the immune system just kind of 
turns off its recognition of this as a foreign object? That doesn’t 
happen, does it? 

Dr. Melton. No, sir, that doesn’t happen. 

Mr. Burgess. So since it doesn’t happen, then what happens to 
the graft when you run out of the immunosuppressive activity? 

Dr. Melton. The body begins reacting against the graft, the im- 
mune system begins to reject that graft, and over a period of time 
the patient will lose the kidney transplant and will return to dialy- 
sis therapy. 

Mr. Burgess. So you as a physician would see what, that the 
ability — the filtration rate of that grafted kidney would begin to di- 
minish, so tests that you do or blood work that you do would begin 
to reflect a lower functionality of that transplanted kidney? 

Dr. Melton. Yes, sir, that is correct. 

Mr. Burgess. So what is the patient going to experience during 
that time? 

Dr. Melton. The patient begins to develop symptoms of kidney 
failure: tiredness, loss of appetite, inability to concentrate. They 
will begin to have some pain over and around the kidney trans- 
plant itself, indicating that there is an inflammatory rejection proc- 
ess going on there, and many times that results in us having to re- 
move that kidney transplant because of the discomfort and pain 
that the patient is developing. 

Mr. Burgess. So it is not a silent activity as far as the patient 
is concerned; they are aware that there is a problem? 

Dr. Melton. Yes, sir, they are. 

Mr. Burgess. Well, let me ask you this: OK, 36 months go by, 
we stop immunosuppressive drugs because we think that is good 
Federal policy. The patient begins to reject their kidney. You do the 
right thing, which is bring that patient back in to the dialysis clinic 
or refer them back to the dialysis clinic. Does that take care of the 
problem? 

Dr. Melton. Well, that keeps them alive. It doesn’t keep them 
healthy as they were, and it certainly doesn’t correct the problem 
of losing the drug coverage after 36 months. 

Mr. Burgess. So what about the quality of life for that indi- 
vidual, does it get affected at that point? 
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Dr. Melton. Oh, absolutely. Quality of life on dialysis is nothing 
compared to transplantation. Transplantation essentially makes 
someone a normal individual, if you will; they are able to work, 
they are able to travel, they are able to participate in sports activi- 
ties, they can have families. Many patients who are on dialysis are, 
frankly, beat up by the procedure and are unable to hold a job, and 
they suffer a lot of complications from kidney failure and dialysis 
therapy that shortens their life span. 

Mr. Burgess. Well, as I seem to recall, this is back in the 1970s, 
so it is probably much more frequent now that a patient could even 
successfully carry a pregnancy who has gone through a transplant. 

Dr. Melton. Oh, absolutely. We have — at our institution we 
have about 40 patients now, 40 women, who have successfully had 
pregnancies with their transplants, most recent — well, not most re- 
cently, but recently a young woman with a combined kidney and 
pancreas transplant that delivered twins successfully. 

Mr. Burgess. That is a remarkable story. 

So what about the — immunosuppressive drugs have been around 
for a while, cyclosporine, I guess. Is that still the main one? 

Dr. Melton. Cyclosporine has been around since the mid-1980s. 
There are several others that have come into play since that time. 

Mr. Burgess. So do we have generic — the availability of generics 
for those? 

Dr. Melton. We do have generics for some of the drugs, not for 
all of them. 

Mr. Burgess. Does the ability of generics reduce the overall price 
tag for providing immunosuppressant drugs? 

Dr. Melton. Some of the generic drugs are less expensive, par- 
ticularly if they are covered through some insurance plans. I had 
our social workers actually run a pro forma on that for me about 
a year ago, and surprisingly — cyclosporine was one of the drugs 
that you mentioned, and surprisingly the generic forms of 
cyclosporine came in only about a third less than the brand-name 
drug. So there was not a substantial — well, a third is a substantial 
reduction, but it was still a pricey drug for the patients. 

Mr. Burgess. I guess the point would be the last time — you 
know, we have got to do stuff that the Congressional Budget Office 
tells us we can afford to do, so the last time the Congressional 
Budget Office scored this particular piece of legislation, they gave 
it a dollar score. Would it be fair to say that rescoring this with 
this information about the use of generic medications might result 
in a lower score? 

Dr. Melton. I don’t know how they go about their scoring proc- 
ess. 

Mr. Burgess. I don’t, either. 

Dr. Melton. It is a mystery to me. The only comment I can 
make about that is it is — certainly relooking at these drug costs 
would be of benefit, I think, to our patients. 

Mr. Burgess. It would also be a benefit if we could look longer 
than a 10-year window, because if you add the cost of dialysis in 
perpetuity to a patient who lost their graft after 3 or 4 years, clear- 
ly it is going to come down on the right side of the cost curve. 

Thank you, Mr. Chairman. I am going to yield back my time. If 
we have time for a second round, I will be willing to participate. 
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Mr. Pitts. The chair thanks the gentleman. 

Now recognize the gentlelady from Florida Ms. Castor, 5 minutes 
for questions. 

Ms. Castor. Well, Mr. Chairman, I appreciate you holding to- 
day’s hearing and all of the very insightful testimony from our wit- 
nesses. Thank you very much for being here. 

I want to talk about one fixable issue, the two-quarter price lag 
on the part B price calculations. 

Mr. Binder, one issue you discuss in your testimony is that two- 
quarter lag in part B price calculations for provider reimburse- 
ment. Can you elaborate on the issue? How does this come into 
play? 

Mr. Binder. Well, manufacturers report their data, their ASP 
prices, to CMS, and then CMS has a period of time to process the 
information and apply it to the prices they are going to pay for 
those drugs. And it is done on a billing-code basis, so there is — for 
some billing codes there is a number of drugs included, and for 
some there is just one drug when it is a sole-source drug. But that 
process takes some time, and there is analysis involved, and so it 
is 6 months before the prices 

Ms. Castor. Six months? 

Mr. Binder [continuing]. Are applied. 

Ms. Castor. What are some of the impacts of that 6-month lag? 

Mr. Binder. Well, it varies. You know, if the drug price goes up, 
and, you know, certain buyers, say, for instance, buyers who don’t 
buy in very large volume, are more likely to be affected by this 
than large-volume buyers or purchasers, they could, you know, 
have to pay more for the drug than they can get from Medicare in 
payment. If the price goes down, purchasers, providers are more 
likely to have it — to buy it at a lower price than they are getting. 

Ms. Castor. Dr. Brooks, you discussed this in your testimony. 
Give us the real — what is happening in the real world with a 6- 
month lag? 

Dr. Brooks. Well, the 6-month lag is a problem. There are a lot 
of the pharmaceutical and biologic firms that have a business 
model whereby they raise prices about once a year, and they put 
us under water for 6 months. And then before we quit prescribing 
their drugs, they allow 6 months where we can more or less hold 
when ASP comes back to respectability, and then they have an- 
other price increase again the next year. 

This is what we see, this up-and-down price sequences where we 
have 6 months under water, then 6 months to try to catch up, and 
then 6 months down again. It is a relentless process, and a more 
rapid reconciliation of those price increases that we have to pay 
with what we are actually reimbursed would be most helpful to our 
ability to deliver cancer care to our Medicare patients. 

Ms. Castor. That is consistent with what I am hearing from doc- 
tors back in Florida. And I know it seems like an arcane detail, but 
I think it is having big impacts. And sometimes in Congress we 
hear about problems that are difficult to solve, and sometimes we 
hear about problems that are easier to solve, and it seems like one 
that, Mr. Chairman, would fall into the easier category. In this day 
and age, when you can communicate with anybody anywhere in the 
world in seconds, and we can pull up any piece of data on our iPads 
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that we have here or our iPhones, it certainly seems to me like we 
should be able to determine accurate Medicare drug prices without 
a 6-month lag in time. 

The two-quarter lag is written into Medicare law, so this is a 
problem for Congress to solve. And, Mr. Chairman, I hope we can 
work together to find a solution on this. 

I would also like to talk about the impact of the sequester. It has 
been in place for several months now, but it is no longer front-page 
news, but that doesn’t mean that it is not causing real harm. One 
area where it has hit hard is in reimbursements for Medicare pro- 
viders, including the part B drug providers. 

The sequester required a 2 percent cut in reimbursements. Ear- 
lier this year The Washington Post had quite an article on it iden- 
tifying one cancer clinic that said that due to the sequester, they 
would have to stop treating as many as one-third of their 16,000 
patients. And this is consistent with the testimony here this morn- 
ing. 

Dr. Brooks, can you tell us what — put us in the real world here. 
What is this 2 percent cut having — what impact is it having on pa- 
tients that you see? 

Dr. Brooks. Well, Congresswoman, thank you for the question. 
I only alluded to it briefly, but it is not a 2 percent cut for Medicare 
part B drugs in oncology. CMS has interpreted the rule perversely, 
in our view. They have cut not only our 6 percent services pay- 
ment, but also the entire 100 percent drug acquisition costs that 
we do for CMS. So they cut us on all of Medicare’s expenditure so 
that it results in a 28 percent reduction in our services payment, 
and this has put us under water and has cost those of us 

Ms. Castor. It is so irrational. I mean, it really highlights the 
irrationality of the sequester, just across-the-board cuts that are 
not based on the real needs of the American people. And it is not 
just Medicare part B, it is cuts to NIH, and medical research fund- 
ing, Head Start, Meals on Wheels. And I think the solution — I 
know that legislation has been filed particularly on this point, but 
the real solution are both sides of the aisle coming together to re- 
place the sequester. 

Now, yesterday the — my side of the aisle, the Democrats, we ap- 
pointed budget conferees. We are ready to go negotiate, and I 
would ask my friends on the other side of the aisle to please do not 
be afraid to come together and negotiate. We are seeing a real- 
world impact of the sequester. 

Thank you, Mr. Chairman. 

Mr. Pitts. The gentlelady’s time has expired. 

The chair recognizes the gentleman from Louisiana Dr. Cassidy, 
5 minutes for questions. 

Mr. Cassidy. Dr. Brooks, Ms. Davenport-Ennis, I am struck, it 
seems like we have a trifecta of bad things driven by government 
policy. One, 340B program or something else is, among other 
things, driving community oncologists to go into a hospital out- 
patient network, that that hospital outpatient network charges 
Medicare more, that the patient pays more, and that they are less 
convenient. 

For folks who don’t know what emesis is, Ms. Davenport, vom- 
iting. Your husband was so sick, he was vomiting on the way back 
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that he dehydrated in a half-hour drive and had to get an ambu- 
lance. This is like a quadrifecta of bad things. Did I hear that 
right, or am I misstating what the two of you said? 

Ms. Davenport-Ennis. So from my point of view, you have heard 
it exactly right. And I would like to comment, if I may, on 340B. 

Mr. Cassidy. OK. You may want to elaborate what the program 
is for those who may not be familiar. 

Ms. Davenport-Ennis. So when we look at 340B, the intention 
of the program was well intended. We were phasing out Hill-Bur- 
ton hospitals that were supplying support to the at-risk popu- 
lations. We introduced 340B concept so that hospitals serving at- 
risk populations could buy drugs at a reduced price, could bill them 
at a standard price; the margin could therefore be used for that 
hospital to make certain they could continue to serve the at-risk 
populations. 

Initially the intent was to have 600 to 900 hospitals in the coun- 
try as part of 340B. Today we have over 6,000 hospitals in the 
340B program, and the margins are not necessarily consistently of- 
fering support to the at-risk population. The margins are being 
used to recruit community oncologists to come into that hospital 
setting. 

Mr. Cassidy. Now, is that allegedly, or do you have evidence of 
that? 

Ms. Davenport-Ennis. No, we have evidence of that, in talking 
with a number of the practices. We work with oncologists in 50 
States in the United States who work with us in case management 
services and in our copay relief services, and so it is not alleged, 
it is documented, and we — I would like to ask 

Mr. Cassidy. So just to be sure, I am sorry to interrupt, but the 
program that supposedly is the subsidized care for the uninsured 
and for the Medicaid and Medicare patient to bring a set of serv- 
ices that otherwise they would not be able to have, you are saying 
that there is evidence that it is not being used for that, but rather 
to subsidize the purchase of community practices, bringing them 
into the hospital outpatient department, and in the meantime in- 
creasing costs to Medicare, to the patient, and decreasing conven- 
ience. Is that what you are saying? 

Ms. Davenport-Ennis. Yes. What I am saying is that indeed the 
340B hospital structure now allows it to offer very attractive pack- 
ages to oncologists for them to leave their practices and associate 
or to bring their entire practices to the hospital setting, yes, sir. 

Mr. Cassidy. Now, I will say that I work and I still see patients 
in the Louisiana public hospital system, and that there are some 
hospitals I will declare that are still doing the correct mission with 
the 340B program. 

Ms. Davenport-Ennis. You are exactly right. 

Mr. Cassidy. Yes. A lot of my patients would not have drugs oth- 
erwise. 

Mr. Cosgrove, I have been struck anecdotally there is evidence 
that the drug shortages, for whatever the etiology of the drug 
shortage is, is leading to the need to substitute more expensive 
drugs for much less expensive generic drugs; that the shortage of 
sterile injectables in the oncologic space, for example, is requiring 
the use of more expensive drugs. Now, that is anecdotes. I read it 
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in the paper. Did you find evidence for that influencing utilization 
and cost? 

Mr. Cosgrove. We did not. We did not look at that specific 

Mr. Cassidy. Did you look at that? Microphone, please. Did you 
specifically look at that, or you just — you looked at it and didn’t 
find it? 

Mr. Cosgrove. We did not look at that. GAO has a report it 
issued in November of 2011, I believe, looking at shortages and 
their causes. There is follow-up work going on right now. It is a 
mandated study to try to get behind what is exactly causing those 
shortages and what the trends are. 

Mr. Cassidy. OK. Dr. Brooks, anecdotally are you seeing evi- 
dence for that or — ^because, again, I read about it in the paper, so 
that is why I am 

Dr. Brooks. Well, sir, it is not anecdotal. We in US Oncology 
are — and with the help of our corporate partner, McKesson, we 
monitor the space extremely tightly, and I am actually involved in 
that monitoring. And your comment about steroids is spot on. We 
sent out an alert recently that methylprednisolone is in short sup- 
ply. It costs pennies, but it is in very short supply because of the 
pressure of manufacturers. 

ASP plus 6, I believe — and I don’t know that the office of MMA — 
but I believe it was designed to curtail expenditures around expen- 
sive products. They never understood that they were going to cre- 
ate a race to the bottom in generic market so that our generic on- 
cology drugs get lower and lower and lower prices, and then even- 
tually it becomes not worthwhile to make these drugs. It costs only 
2 or $3. They are expensive, they are hard to store and all this 
other stuff. It just — the economic incentive vanishes. 

Mr. Cassidy. We are out of time, but if I may say, so Mr. Wax- 
man at the outset saying that we are saving money by price con- 
trols, it may be that we are saving money in the short run, but 
long term penny wise, pound foolish, because we are having to sub- 
stitute far more expensive drugs. 

I yield back. Thank you for your indulgence. 

Mr. Pitts. The chair thanks the gentleman. 

Now recognize the gentlelady from California Mrs. Capps, 5 min- 
utes for questions. 

Mrs. Capps. Thank you, Mr. Chairman. I am very pleased we can 
come together for another bipartisan hearing to address some com- 
monsense improvements to Medicare, including two important pro- 
visions that I have cosponsored. 

Medicare beneficiaries are a medically vulnerable population, 
and we have a responsibility to ensure that they have access to 
high-quality, community-based care and are not facing unreason- 
able financial burden. Unfortunately this isn’t always the case, but 
I am pleased to see we have a lot of good bills from this committee 
to help address some of these shortcomings. 

I have heard a lot from my constituents about challenges with 
continuity of care, access to providers, and the prohibitive costs of 
treatments for cancer and other chronic conditions. Cuts as a result 
of sequestration are taking a real toll on providers and have seri- 
ous implications for access. For one oncologist in my district who 
sees a patient base that is over 90 percent Medicare beneficiaries. 
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this has meant letting staff go, the sequestration, making serious 
pay cuts, and taking out a home equity loan just to keep the doors 
open, because if she doesn’t do this, patients will have to travel 
more than 30 miles to the next closest provider. 

While I do have serious concerns about piecemeal approach of 
easing the impact of only one part of sequestration, that doesn’t 
mean that this issue isn’t an incredibly important one and does de- 
serve our attention. I hope we can find a solution that minimizes 
the harm to patients and providers, especially in the context of an 
overall sequestration fix. I know it is not going to be easy, but I 
believe we can do this if the House majority will let us. 

I also wanted to highlight that there are other improvements to 
Medicare part B that do not involve drug benefit, but are also crit- 
ical to address gaps in care that many patients face. Navigating 
complicated treatment options for yourself or a loved one, especially 
with a cancer diagnosis, this can be a full-time job and more, and 
without a plan it can be really overwhelming. And that is why this 
week my colleague from the Ways and Means Committee Mr. 
Boustany and I introduced H.R. 2477, the Planning Actively for 
Cancer Treatment Act, or the PACT Act. This bill would improve 
the health of Medicare beneficiaries with a cancer diagnosis while 
reducing inefficiencies in the Medicare system. 

The Medicare program spends over $55 billion each year to treat 
patients diagnosed with cancer, and too many of those patients do 
not receive a written care plan that explains the diagnosis, the 
prognosis, the treatment, and the expected symptoms. This leads to 
poor coordination among providers, reduced adherence rates, and 
increased stress or pain for the patient and their family. 

However, a strong body of research shows that care planning co- 
ordinates care between numerous providers, and it also encourages 
shared decisionmaking between doctors and patients about how to 
best move forward based on both medical evidence and patient 
wishes. It addresses both the cancer treatment, but also the side 
effects from treatment, while addressing the patient’s needs, and 
this can be done in a holistic way. Research has confirmed that this 
kind of coordinated care really does improve patient outcomes, in- 
creases patient satisfaction, reduces unnecessary utilization of 
healthcare resources. 

Ms. Davenport-Ennis, as someone who is very familiar with the 
challenges patients face — I know all of you are, but there is not 
much time — would you share how this bill could help patients as 
they navigate cancer care, something I have been advocating for for 
a very long time? 

Ms. Davenport-Ennis. You have, and on behalf of the cancer pa- 
tients in the country, thank you for the work that you continue to 
do. 

What this would do is provide a road map to survival, and it 
would show them what the stops are going to be along the way, 
and it would identify to them what to do when you have reversals. 
It would also allow them to manage their resources and to plan ac- 
cordingly. It would also allow us to have an opportunity for end- 
of-life discussions when we need to have end-of-life discussions as 
part of planning for the full continuum. 



77 


It is, indeed, the beacon for the future, and it is something we 
have lobbied for in this city for more than 10 years, and we are 
very hopeful that you are going to make it happen this time. 

Mrs. Capps. Well, I am going to need a lot of help, as you know, 
and maybe — Mr. Chairman, this is a request. I have another whole 
topic to bring up on restraining excessive cost sharing, the Pa- 
tients’ Access to Treatments Act, another bill that I have intro- 
duced with Mr. McKinley. I will just submit it for the record, and 
perhaps some of you may wish to comment on it. 

[The information appears at the conclusion of the hearing.] 

Mrs. Capps. But I kind of wanted to get just a nod from the rest 
of you about this kind of coordinated care plan that we are advo- 
cating to see if it fits your needs, yes or no, quickly. Thumbs up? 
Is that the verdict? 

I mean, it is kind of one of those no-brainers, isn’t it, that we 
should just set ourselves around to doing, and I appreciate very 
much this opportunity to discuss it. 

I yield back. 

Mr. Pitts. Without objection that will be entered into the record, 
and I would also like to ask unanimous consent that the following 
documents be submitted for the record: a letter from the California 
Health Institute, a letter from the American Society of Clinical On- 
cology. Without objection, so ordered. 

[The information appears at the conclusion of the hearing.] 

Mrs. Capps. Mr. Chairman, I was just informed by staff that I 
should ask, because we had a lot of nods, and I don’t think the re- 
corder can 

Mr. Pitts. All right. The witnesses will please respond verbally 
to 

Mrs. Capps. Just really quickly yes or no. 

Dr. Brooks. It would be a great asset, and as long as it wasn’t 
sort of an unfunded mandate, we would cherish it. 

Mrs. Capps. The question is whether there is agreement about 
the need for a coordinated care plan, a plan, a written plan. 

I guess one strong affirmative. We will note that. 

Dr. Melton. In support of my oncology colleagues, absolutely. 

Ms. Davenport-Ennis. And in support of the patients that we 
serve in the United States, absolutely. 

Mrs. Capps. Thank you. 

Ms. Davenport-Ennis. Yes. 

Mrs. Capps. Thank you. 

Mr. Pitts. All right. That concludes the first round. We will have 
one follow-up. We will go on each side. Dr. Burgess for follow-up. 

Mr. Burgess. Thank you, Mr. Chairman. 

You know, I know people watching these hearings sometimes get 
confused. We have got a representative from the Congressional Re- 
search Service here. We appreciate him being here. We also talk 
about the Congressional Budget Office, which does the scoring of 
legislation that is introduced in Congress. There is another budg- 
etary body down at the White House called Office of Management 
and Budget. Certainly Center for Medicare and Medicaid Services 
makes its own determinations to some degree. 

But one of the main things, one of the main foci of today, has 
been the inclusion in the category of physician services the acquisi- 
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tion and storage of very expensive drugs. And I think, Mr. Bind- 
er — I don’t want to put you on the spot, but I think even CRS 
would agree that you have a family practitioner who diagnoses 
pneumonia, writes a scrip, tears it off, hands it to the patient, says 
go down to the pharmacy and buy these penicillin tablets and take 
them, and you will get better. If you were — it would be wrong to 
say we are going to include that cost in the physician’s service and 
then subtract 2 percent from that total bill and get that money 
back to the government. It just wouldn’t make good sense. 

So the acquisition — and this was part of my opening statement, 
that the math function doesn’t compute here. This is my beef with 
the Centers for Medicaid and Medicare Services. We sent them a 
letter signed by a lot of members of this committee; we got a non- 
responsive response. Sorry, not good enough. We sent a follow-up 
letter to them that you really have to delineate to us how in the 
world that acquisition and storage requires a medical degree and 
a State license in order to do that, because otherwise it just opens 
the door for all other sorts of mischief. So I hope that we are able — 
Dr. Brooks, I hope that we are going to be able to get some sensi- 
bility surrounding that. 

More difficult aspect to undo the sequester. I mean, the seques- 
ter, after all, was bipartisan legislation, much more bipartisan than 
the Affordable Care Act; was signed by the President. Same Presi- 
dent who signed the Affordable Care Act signed the sequester. So 
we are often told on this committee when we complain about the 
Affordable Care Act, hey, it is the law of the land, get over it. Well, 
the same statement could be made about the sequester: It is the 
law of the land. 

But we do need to be certain that it is administered properly, 
and in this case, I think Dr. Brooks is exactly on target, it is not 
being administered properly. And you may even want to address — 
you get some — I mean, your practice margin is pretty narrow, and 
there is lots of things that put pressure on your business model, 
but everyone on this dais would say it is a good business model. 
We want you to be focusing on what you do best, which is taking 
care of the cancer patient. A patient gets cancer, they want to go 
to a clinic where that is all they take care of They don’t want to 
go to a clinic where they are also delivering babies and treating 
kids with runny noses. They want a cancer specialist, and I don’t 
blame them, and that is what you provide. 

But you are also, if I recall correctly, under State law and under 
our Texas law, with the franchise tax. This is something you also 
have to deal with with the acquisition and storage costs that also 
erodes your ability to take care of patients. 

But the big thing you brought up, and what I really want to per- 
haps ask you to comment on, you said 102 percent of your business 
is required to pay for all of your business, because the government 
doesn’t carry its fair share. Did I understand you correctly when 
you made that statement? 

Dr. Brooks. Yes, sir. Those were numbers for 2012. That is our 
calculation. Our professional medical oncology payment for my sal- 
ary is 102 percent from commercial payers, meaning that the Medi- 
care and Medicaid are minus 2 percent. So we actually paid for the 
privilege of taking care of those patients, and that sounds like hor- 
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rible or something, but we were oK with that. I mean, I hate to 
say it. Our mission is to take care of patients, and we are oK with 
a small loss to continue doing what we believe we should do. 

Now under sequester our incomes are falling like a stone, and I 
don’t — I can’t give you a number for how bad it is, but there is a 
multiplier effect going on here, and it is much worse than we — our 
accountants projected for us, the actual dollars coming in. And we 
are anticipating that the — everybody says, oh, there is no drama, 
nobody is losing access. We anticipate that there will be a two- 
stage approach here. The smaller practices that are not taking ad- 
justments will begin to have to turn out their lights for the last 
time in August or September, in our calculations, and our com- 
plicated larger practices are working quietly behind the scenes to 
arrange for transfer of these patients to other venues because we 
will not be able to continue to subsidize our Medicare beneficiaries. 

Mr. Burgess. But I would just project that the entire — we also 
heard some discussion about consolidation of practices. Certainly 
cardiologists saw that with the consolidation of their practices mov- 
ing to the hospital. The Affordable Care Act is going to put some 
pressure on practices of all sorts to consolidate. I mean, in fact, 
Zeke Emanuel, one of the principal architects of the Affordable 
Care Act over at the White House, said that he wanted doctors to 
work for a hospital or a health plan or the government; that was 
a better way, in fact, to practice; that you and I are dinosaurs in 
private practice. 

I do — we do need to keep a focus on this, because your comment 
that part of your practice pays for the other part, it is the govern- 
ment part that is not carrying its weight. As that level is expanded, 
and it will be, make no mistake about it, January 1st of this next 
year, by a year from now we will be seeing that in a big way, we 
won’t be crying about just the sequester, we will be crying about 
what a significant negative impact that has had on your practice. 

I want you to know we are prepared — we are trying to prepare 
for that, we are trying to make sure we are on top of that, but it 
is, indeed, a difficult question. But both sides need to be involved 
in this discussion. 

I will yield back, Mr. Chairman. 

Mr. Pitts. The chair thanks the gentleman. 

Now recognizes the gentlelady Mrs. Capps, 5 minutes for follow- 
up. 

Mrs. Capps. Mr. Cosgrove, your testimony provides us a broad 
overview of key part B drug spending facts. If I could briefly go 
over some of these facts with you? 

First, about how much does Medicare part B pay for drugs each 
year? 

Mr. Cosgrove. In 2010, it was almost $20 billion, $19.5 billion. 

Mrs. Capps. Your testimony indicates that many of these part B 
drugs can be particularly expensive, costing tens of thousands of 
dollars or more. Why is this? I know patients want to know. 

Mr. Cosgrove. Well, the price — I mean. Medicare is — working 
through physicians is accepting market prices, which are set by 
manufacturers. 
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Mrs. Capps. OK. Am I correct, Mr. Cosgrove, that for many of 
these drugs. Medicare part B is the largest single — single largest 
purchaser? 

Mr. Cosgrove. Yes, that is absolutely true. For 35 of the 55 
drugs that we looked at. Medicare was the majority purchaser, and 
there were a handful of drugs for which Medicare paid more than 
90 percent of the share of the total market. 

Mrs. Capps. And just to be clear here, we need to do all we can 
to keep the drug pipeline flowing. These new drugs are expensive, 
but they do save lives. And a thriving drug industry is important 
for Medicare and for patients, that goes without saying, but we also 
need to make sure that we are spending taxpayer dollars wisely, 
and we are spending so much on these part B drugs that I wonder 
if we are able to get the best deals possible. 

Do you have any thoughts here, Mr. Cosgrove? Does Medicare 
part B program have all the necessary tools that it needs to help 
reduce drug costs for taxpayers and beneficiaries? 

Mr. Cosgrove. Well, I think this is a lot of money when you are 
talking about $20 billion. 

Mrs. Capps. Yes. 

Mr. Cosgrove. And you are also talking about drugs that can be 
incredibly valuable on a wide variety of things, but that can be true 
for lots of parts of Medicare as well. And so I think that it is the 
responsibility of this committee and the rest of Congress to make 
sure that we are always getting the best deal, to make sure that 
providers are paid appropriately, and that beneficiaries have access 
to quality care, but that Medicare is not overpaying, and that 
would include making sure that we pay the right price and we set 
the right incentives for providers to do the right thing. 

Mrs. Capps. Mr. Binder, do you have any thoughts on this? 

Mr. Binder. Well, I agree with what Mr. Cosgrove said. The 
drug-pricing methodologies are complicated, and in this case you 
are talking about overlaying a methodology on the market mecha- 
nism as well, the manufacturers price their drugs. So you are over- 
laying this methodology, this payment methodology, and that be- 
comes complicated, and you add sequester on that, it becomes even 
more complicated. 

But there have been a number of proposals, including in the 
President’s budget and other places, for other fixes or adjustments 
to either the ASP plus 6 or other approaches that could potentially 
help alleviate some of these issues. 

Mrs. Capps. Thank you. 

I will just bring up again the second bill, H.R. 460, the Patients’ 
Access to Treatments Act, that I have introduced with Mr. McKin- 
ley, because it does address restraining the excessive cost sharing 
for specialty drugs, bringing medically necessary treatment within 
reach for average Americans. 

While this bill only addresses the private insurance, the problem 
isn’t unique to the commercial market. Under part B patients who 
face a serious diagnosis or are living with a chronic health condi- 
tion are subject to significant financial burdens. Unlike the protec- 
tion that many of us have with private plans, seniors who can’t af- 
ford supplemental coverage and have traditional Medicare part B 
plans have no out-of-pocket max. That means that they continue to 
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pay 20 percent out of pocket for every part B service, as you know. 
And for patients undergoing cancer treatments or requiring ongo- 
ing doctor-administered therapies, this cost can he prohibitive, es- 
pecially when you realize that half of Medicare beneficiaries have 
incomes below $22,000 a year. 

I mean, this is a set-up for failure. Health expenses constitute al- 
most 15 percent of household budgets for individuals who are on 
Medicare, nearly three times the spending of non-Medicare house- 
holds. I sound like I am on a soapbox, but maybe I will ask just 
in conclusion, 15 seconds, Ms. Davenport-Ennis to comment. 

Ms. Davenport-Ennis. Certainly the Medicare beneficiary is not 
in a position to pay what is required in a 20 percent copayment 
into perpetuity in part B Medicare. 

Mrs. Capps. Thank you. 

Yield back. 

Mr. Pitts. The chair thanks the gentlelady. 

We are going to go to one more round on each side, one more fol- 
low-up on each side. So the chair recognizes Mrs. Ellmers from 
North Carolina, 5 minutes for questions. 

Mrs. Ellmers. Thank you, Mr. Chairman, and I apologize for 
coming in so late to this so important subcommittee hearing. 

I do have a couple of questions, and I would like to ask Ms. Dav- 
enport-Ennis and Dr. Barry Brooks this question. Earlier I made 
an opening statement regarding the Medicare part D and the effect 
that sequester has on those cancer drugs or chemotherapy agents. 
Given my discussion with the community oncologists and the nu- 
merous media reports that are going on now over the past few 
months, you know, we are now entering into about the third month 
of this affecting chemotherapy drugs. Basically patients are being 
forced out of their local community clinics to the more expensive 
hospital setting. What impact do you believe my bill would have in 
stopping this harmful trend? 

Ms. Davenport-Ennis. I believe that it will at least stop some 
of the hemorrhaging of what is happening now. I think ultimately 
the committee is going to need to look at a comprehensive approach 
to what can be done to stabilize reimbursement to the practices, 
but your bill is certainly going to take a significant step forward 
in resolving this. 

Mrs. Ellmers. Thank you. 

Dr. Brooks? 

Dr. Brooks. I agree that your bill would slow our hemorrhage 
and allow us to return to some semblance of stability. One-third of 
the market of community oncology has migrated to the hospital in 
the last 7 years, and that has been accelerated in the last 3 months 
under the weight of the sequester burden, and were we to relieve 
that, hopefully access could be maintained, and community oncol- 
ogy could continue to be practiced the way it has for the last two 
decades. 

Mrs. Ellmers. Thank you. 

I would also like to pose another question to the entire panel. Ba- 
sically, as you know, the whole point of sequester is to reduce the 
spending at the Federal level; however, treating people in the hos- 
pital is actually more expensive than providing the same service in 
a physician’s office or clinic setting. In fact, studies show that pro- 
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viding chemotherapy costs Medicare and the taxpayers $6,500 
more per patient per year in the hospital setting and $650 out of 
the patient’s own pocket. 

Basically also, and I will just add this, just last night I saw at- 
tacks from doctor — a doctor from Tulsa, Oklahoma, that read, 
quote. We have sent 50 percent of our chemo to hospitals in the 
past week, even patients with good insurance, because drugs are 
unaffordable for us at this point. 

Given that the application of sequester by CMS is actually cost- 
ing taxpayers money instead of saving it, shouldn’t Congress be 
doing everything in our power to reverse this and make a change 
where we see a need? And I will just ask a basically yes or no an- 
swer from the entire panel. 

Mr. Binder. I am sorry, could you repeat that? 

Mrs. Ellmers. Basically — I caught you off guard. Basically my 
point is as a result of more patients going to the hospitals and 
being treated in the hospital setting, it actually costs Medicare and 
the hard-working taxpayers of America $6,500 more per patient per 
year, but then also, and this is the truly, you know, shameful part, 
another $650 out of pocket for that patient. In your opinion, 
shouldn’t we be doing everything we can to fix that? 

Mr. Binder. Yes. 

Mrs. Ellmers. OK. Perfect. 

Dr. Brooks? 

Dr. Brooks. Absolutely. 

Ms. Davenport-Ennis. Completely. 

Dr. Melton. I would agree. 

Mr. Cosgrove. Medicare needs to save money. 

Mrs. Ellmers. Thank you. I appreciate that from all of you. 

And, Mr. Chairman, I would like to submit for the record a state- 
ment from the American College of Rheumatology. It is actually a 
publication examining reforms to improve the Medicare part D 
drug program for seniors. 

Mr. Pitts. Without objection, so ordered. 

[The information appears at the conclusion of the hearing.] 

Mrs. Ellmers. Thank you, Mr. Chairman, and I yield back the 
remainder of my time. 

Mr. Pitts. The chair thanks the gentlelady. 

That concludes the questioning from the Members. The Members 
may have additional questions that we will submit to you in writ- 
ing. We ask the witnesses to please respond promptly to the ques- 
tions that we send you. I remind Members that they have 10 busi- 
ness days to submit questions for the record, and Members should 
submit those questions by the close of business on Tuesday, July 
16th. 

Very informative hearing. Thank you very much for your pa- 
tience as we had to delay due to floor votes. Without objection, the 
subcommittee is adjourned. 

[Whereupon, at 12:50 p.m., the subcommittee was adjourned. 

[Material submitted for inclusion in the record follows:] 
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Prepared statement of Hon. Fred Upton 

Today our work continues in the ongoing effort to enhance the quality of health 
care for our nation’s seniors. We will examine the Medicare Part B drug program 
and reform proposals aimed at improving the important program. 

We owe it to our seniors to evaluate the effectiveness of Medicare and suggest im- 
provements to the program. Earlier this week, this subcommittee examined Medi- 
care’s traditional benefit design and sought input from experts on how to modernize 
it. 

The Medicare Part B drug program is essential to our nation’s seniors, especially 
those who are battling cancer. The invaluable role that these drugs play in the 
treatment of chronic illness cannot be overstated. As we look to examine the pro- 
gram, we must ensure that the program, and seniors’ access to these essential 
drugs, only continues to get better. 

When Congress changed the Part B drug reimbursements to track their average 
sales price in 2003, there were questions as to whether that average sales prices 
was an appropriate pricing mechanism. Since then, MedPAC has weighed in on the 
issue by noting that Congressional movement to the ASP system has resulted in 
substantial price savings for Medicare on nearly all drugs covered by these reim- 
bursements, and was contributing to decreased Part B spending. 

Recently, members of Congress and the administration have proposed changes to 
the Part B drug program. Some of the changes seek to improve the program; others, 
like the president’s call to cut physician reimbursements for these drugs, may not 
have such positive effects. 

As we examine reform proposals to improve the Medicare Part B drug program, 
I want to commend all of my colleagues who have offered such proposals, including 
Representatives Whitfield, Green, Rogers, Capps, Lance, Ellmers, and Burgess. I 
look forward to hearing testimony on their proposals today. 

With that Mr. Chairman, I 3 rield the balance of my time 
to . 


Prepared statement of Hon. Mike Rogers 

Thank you Mr. Chairman for holding this important hearing. 

The United States is home to the most effective and successful cancer care in the 
world, creating an environment that has resulted in the best cancer survival rates 
across the globe. 

According to the National Cancer Institute (NCI), overall cancer death rates have 
continued to decline in the United States among both men and women -as well as 
among all major racial and ethnic groups -for all of the most common cancers, in- 
cluding lung, colon and rectum, female breast, and prostate. 

However in the last five years, a troubling change in the delivery of cancer care 
has begun to emerge - a change that has been directly affecting not just the con- 
tinuing rise in the cost of Medicare, but also the ability for cancer patients to access 
treatment. 

Since 2008, community oncology clinics have seen the steady shift from the physi- 
cian office setting to the hospital outpatient department (HOPD) as a result of 
flawed Medicare payment policies that reimburse hospitals at higher rates than on- 
cology clinics for the exact same service. 

Due to the significant changes in Medicare payment policies and the eroding reve- 
nues to community oncology clinics, physician practices are suffering from serious 
financial difficulties and struggling to keep their doors open. 

The most recent Practice Impact Report from the Community Oncology Alliance 
(COA) reports that oncology clinics have closed or consolidated at a 20 percent faster 
in the past year than they did a year before - a statistic that should give us all 
pause. 

In the past year 288 clinic sites closed, 407 practices were financially struggling 
and 469 practices had entered into a contractual relationship or had been acquired 
by a hospital. 

The consolidation of cancer treatment services to the hospital outpatient setting 
has serious implications for patient access especially in rural areas where radiation 
therapy is not always available through local hospitals. Patients may be forced to 
travel long distances to receive care, posing a considerable barrier to care for bene- 
ficiaries who require radiation treatment therapy daily for months at a time. 

Moreover, this shift in setting for cancer treatment poses a threat to the solvency 
of Medicare as the current disparities in pa 3 unent have created incentives for hos- 
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pitals to buy physician practices, driving up costs for the Medicare program and for 
cancer patients. 

Reimbursement should be equal for the same service provided to a cancer patient 
regardless of whether the service is delivered in the hospital outpatient department 
or a physician office. 

I look forward to working with my colleagues to ensure the future of community 
cancer care. 

Thank you Mr. Chairman, I yield back. 


Prepared statement of Hon. Frank Pallone, Jr. 

Thank you Chairman Pitts, and thank you for holding this hearing today. Medi- 
care reimburses for prescription drugs in two settings. Outpatient prescription drugs 
are covered by Medicare Part D, while prescription drugs administered in a physi- 
cian’s office are paid for by Medicare Part B. This is a critical benefit that allows 
seniors to have access to physician-administered drugs which are most commonly 
cancer drugs used for chemotherapy and its related side effects or drugs to treat 
other serious illnesses. 

Congress has debated for years on whether Medicare can save more money on the 
drugs it pays for through the Part B program. Under the Medicare Modernization 
Act of 2003, to address widespread spending growth, we changed paying physicians 
based off of the manufacturer’s Average Wholesale Price (AWP), which was often in- 
flated, to a payment based on a manufacturer’s Average Sales Price, or ASP. Today, 
a doctor is reimbursed ASP + 6%-an amount much more reflective of the actual 
price manufactures receive for their products. 

The new system has been working. But according to stakeholders and industry 
leaders, challenges with the ASP+6% reimbursement policy still exist. In addition, 
some believe that there is a growing shift from receiving this care in a community 
physician setting to a hospital outpatient setting-a trend which, if based on fact, 
would have implications to the overall spending of the Medicare program. 

Now, I know there are a number of members of our Committee who have taken 
an interest in this area, some who would like the current system to be amended 
further. In addition, many stakeholders, some of who are here today, have outlined 
additional challenges with the reimbursement structure of Part B. 

For example, Oncologists are concerned about prompt pay discounts provided to 
wholesalers by manufacturers for paying within a specified time window. These dis- 
counts are not necessarily passed on to physicians when they purchase drugs from 
the wholesalers, but do have the effect of lowering the ASP reimbursement rate. Ac- 
cordingly, Oncologists would like to see prompt pay discounts excluded from the 
ASP calculation. Of course, when it comes to seriously ill cancer patients, we want 
to ensure they have access to the best care and the best drug for their individual 
circumstances. So we should certainly tread with caution if there is credible evi- 
dence that lowering reimbursement could create market disruptions and result in 
Oncologist practices closing, thereby limiting Medicare access for seriously ill cancer 
patients. 

Now, as we all know, sequestration has resulted in a two percent across the board 
cut to Medicare. This includes a cut to Part B drugs. While I believe it is extremely 
important for seniors to have access to these lifesaving drugs, I do not agree with 
the approach that we should lift sequestration piecemeal like based on individual 
member bills. That approach is simply disingenuous. 

I opposed sequestration since it was first conceived. The idea that across the 
board, blind cuts could be used as a vehicle to reduce spending is foolhardy and dan- 
gerous. The case of Part B drugs shows just that. I recognized that sequestration 
would have real world effects, which is why I voted against the set of indiscriminate 
federal budget cuts. It is hypocritical that the same Members who voted in favor 
of the Budget Control Act of 2011 are now turning around and introducing legisla- 
tion to reverse cuts on specific portions of the system. By pursuing a piecemeal ap- 
proach to fix sequestration, we are being asked to place a higher value on some 
services than others. These cuts seriously hurt our economy, debilitate programs 
Americans rely on, and put our public safety at risk. Access to Part B drugs by our 
nation’s seniors is just one example of the negative impact of sequestration on the 
daily lives of constituents in every one of our districts. We need a long term fix that 
truly addresses the budget in its entirety. 

Thank you. 
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Penny Wise, Pound Fooiish? Coverage Limits 
on Immunosuppression after Kidney Transplantation 

John S. Gil!, M.D., and Marceiio Tonelli, M.D. 



treatment with immunosuppres- 
sive drugs, ironically, although 
many of the pivotal discoveries 
related to immunosuppression 
have be( 2 .n made in the United 
Stares, U.S. kidney-transplant re- 
cipients do not benefit from a 
coherent funding policy for these 
drugs, and thousands of such 
patients are therefore at risk for 
allograft foikire and premature 
death. Ensuring lifetime acc<^s 
to these medications for all Amer- 
icans vvith kidney transplants 
would save lives as well as reduce 
the total cost of treating patients 
with ESRD. 

Under current Medicare rules, 
coverage for immunosuppressive 
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drugs abruptly ceases 3 years af- 
ter kidney transplantation for all 
Medicare patients, except those 
who are 65 years of age or older 
or have work-related disabilities. 
This policy differs from those of 
other industrialized countries, 
including Australia, the United 
Kingdom, and Canada, where life- 
time, state-funded coverage of 
immunosuppressive drugs is pro- 
vided to all kidney-transplant re- 
cipients — and where long-term 
survival rates are substantially 
higher than those in the United 
States (see table), notwithstand- 
ing differences in patient case 
mix, sociodemographic charac- 
teristics, and other factors. These 


observations suggest that it is 
time to reexamine the funding 
practices for immunosuppressive 
medications in the United States. 

The lack of funding for essen- 
ti;il immunosuppressants for maisy 
Medicare patients also contrasts 
sharply with Medicare’s provision 
of funding for lifelong dialysis. 
Although it is a lifesaving treat- 
ment for kidney failure, dialysis 
produces poorer outcomes than 
rransplantarion and is far more 
expensive on a yearly basis than 
immunosuppressant regimens. Yet 
patients must revert to this more 
costly and less effective treatment 
when their renal allografts fail. 
Although the decision not to pro- 
vide lifetime coverage for immu- 
nosuppressive drugs might once 
have been justified by the hope 
that transplantation would im- 
prove the health, and earning 
power of patients with kidney 
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Data include pstienls whose kidney transplants failed because they died. These data were ob- 
tained from the ANZDATA Registry Report. 2010 (Australia and New Zealand Dialysis and 
Transplant Registry), the Canadian Organ Replacement Register Report, 2011 (Canadian fnsti- 
tut-e for Health Information), the National Health Services Blood and Transplant Annual Report, 
2010-'20ri (National Health Services), and the USRDS 2011 Annual Data Report; Adas of 
Chronic Kidney Disease and End-Stage Renal Disease in the United States (United States 
Renal Data System), 


failure, alJowang them to obtain 
private insurance, this optimism 
is nor borne out by the current 
reality. 

Premature transplant feilure is 
the fifth leading cause of initiation 
of dialysis in the United States. 
Unfortunately, approximately 25% 
of parients whose transplants fail 
die within 2 years after return- 
ing to dialysis. This outcome is 
worse chan the 2-year mortality 
among patients with a functioning 
transplant from a deceased donor 
(6%) and still worse than that 
among age-matched dialysis pa- 
tients who have never received a 
transplant (20%). 

A second transplant is the best 
treatment option for a patient 
whose transplant has foiled, bur 
the opportunities for repeat trans- 
plantation are much more limit- 
ed than those for initial trans- 
plantation. Candidates for repeat 
transplanration account for about 
20‘yo of patie.nts on the waiting 
list but (because of sensitization 
from their failed allograft) re- 
ceive only 12% of the deceased- 
donor kidneys transplanted an- 
nually in the United States. 


Transplant failure can result 
directfy from nonadherence to im- 
munosuppressi^ r^imens, which 
in turn may be due to inability to 
pay. Although clinically obvious, 
the link between allograft failure 
and nonadherence Is difficult to 
confirm on the basis of prospec- 
tive research, because transplant 
recipients are unlikely to admit 
to poor adherence, fearing that it 
will reduce their chances of re- 
peat transplantation.^ However, 
qualitative surveys of kidney- 
transplant recipients do confirm 
the high economic burden of pay- 
ing for immunosuppressive regi- 
mens, especially among the socio- 
economically disadvantaged.^ In 
a 2010 survey, more than 70% of 
U.S kidney-transplantation pro- 
grams reported that their pa- 
tients had an “extremely serious” 
or “very serious” problem paying 
for immunosuppressive medica- 
tions, and 68% reported deaths 
and graft losses attributable to 
cost-related nonadherence. 

Medicare-insured patients have 
a greater risk of kidney-transplant 
failure than privately insured pa- 
tients who have lifelong coi’era^ 
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for irnmimosiipp.rfJssaiit regimens, 
and the gap increases significant- 
ly wlien Medicare patients' drug 
coverage expires after 3 years (see 
graphs). This finding supports the 
hypothesis that cost-related non- 
adherence to immunosuppressive 
regimens is an important cause 
of kidney-transplant loss. Mandat- 
ing lifetime drug coverage could 
improve adherence and thus less- 
en the need for more costly dialy- 
sis treatment or a second trans- 
plant. 

The financial benefit of life- 
long immunosuppressive therapy 
Ls apparent when one examines 
the costs of ESRD treatment op- 
tions. An initial kidney trans- 
plantation is expensfoe, costing 
Medicare an average of approxi- 
mately $110,000; immunosup- 
pressive medications cost about 
$15,000 to $20,000 annually (per- 
haps substantially IcSkS if generic 
alternatives are available). Al- 
though the cost of maintaining 
an allograft is considerable, it 
should be compared with the ap- 
proximate annual cost of $75,000 
for establishing and maintaining 
dialysis treatment in the case of 
allograft failure, as well as with 
the cost of repeat transplantation 
in suitable candidates. Since pa- 
tients with kidney failure need 
either long-term dialysis or a func- 
tioning renal allograft, to survive, 
failing to pay for ongoing immu- 
nosuppression ensures that Medi- 
care's initial investment in kid- 
ney transpla.ntarion is squandered, 
that patients die prematurely, and 
that U.S. taxpayers pay for a 
more expensive but inferior ther- 
apy after some transplants foil 
unnecessarily. 

The potential for cost savings 
through lifetime drug coverage is 
supported by empirical data. Be- 
tween 1993 and 1995, Medicare 
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Renal Allograft Survival as a Function of Insurer Status in the United States. 

The iine graphs show 'the adjusted risk of loss of renal allografts from deceased donors (Panel A) and living donors {Panel 8) over time as a 
function of insurer status. Data confirm previous reports indicating that the adjusted likelihood of graft loss is increased among patients solely 
insured by Medicare. The bar graphs show that this disparity is significantly greater once the 3-year period of Medicare coverage of immuno- 
suppressive medications ends. Non-Medicare-insured patients have private lifelong coverage of immunosuppressive drugs. Data, are based 
on 65,474 Medicare-insured patients and 17.927 non-Medicare-insured patients. Methods can be found in the Supplementary Appendix, 
available with the full text of this article at NEJM.org. 


extended its funding of iramuno- 
suppressive medications after 
kidney transplantation from 1 year 
to 3 years. This modest extension, 
albeit suboprima.1, reduced costs 
and income-related disparities in 
outcomes among kidney-allograft 
recipients. The subsequent life- 
time provision made in 2000 for 
Medicare patients who are 65 
years of age or older or have work- 
related disabilities has been asso- 
ciated with additional reductions 
in such disparities.-’ Unsurpris- 
ingly, economic analyses also 
confirm that providing lifetime 


funding for immunosuppressive 
medications would lower overall 
costs — saving an estimated 
$200 million annually — with 
the greatest impact seen among 
patients least able to pay.^ 

Perhaps a more compelling ar- 
gument in fewr of lifelong immu- 
nosuppressant drug coverage is 
that transplantable kidneys are 
lifesaving gifts made possible 
by living donors or by families of 
deceased persons and are of im- 
measurable benefit to society. 
Current U.S. policy devalues this 
gift, potentially jeopanijzing the 


US. organ-donation system by dis- 
couraging volunteers. Providing 
lifelong immunosuppressive drug 
coverage could help preserve this 
altruistic r,radkio.tL 

The Comprehensive Immuno- 
suppressive Drug Coverage for 
Kidney Transplant Patients Act of 
20U 2969), currently before 

Congress, is a proposed amend- 
ment to the Social Security Act 
that would grant lifelong cover- 
age for immunosuppressive med- 
ications to all kidney-transplant 
recipients in the United States. 
A sirai.lar legislative effort made 
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in 2009 foiled after Congress in- 
dicated that funds allocated to 
lifetime immunosuppressive cov- 
erage would reduce the resources 
available for funding oral medi- 
cations for dialysis patients.® But 
it is not rational to treat lifetime 
immunosuppressive coverage as a 
new expense that would cut into 
other programs, given that this 
simple policy change would actu- 
ally reduce net expenditures for 
ESK0 care. 

H.R, 2969 represents a key op- 
portunity to correct an irrational, 
needlessly wasteful policy that has 
harmed many U.S. patients. Its 
passage would achieve three im- 


portant objectives: protect Medi- 
care’s investment in each renal 
allograft, help bring U.S. kidney- 
transplant outcomes up to par 
with those in other developed 
countries, and most important, 
save the lives of people with kid- 
ney foilure. 

Disclosure forms provided by the au- 
thors are available with the full text of this 
article at NEjM.org. 


From the Div^ion of Nephroiogy. Universi- 
ty of British Columbia, Vancouver (j.S.G.); 
the Division of Nephrology, University of 
Alberta, Edmonton (M.T.); and the interdis- 
ciptinary Chronic Disease Collaboration, 
Calgary, AB (J.S.G., M.T.) — all in Canada. 

This article (10.1056/NEJMplil4394} was 
published on February 1, 2012, at NEJM.org. 
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Statement of National Kidney Foundation 
Support for H.R. 1428, “Comprehensive Immunosuppressive Drug Coverage 
for Kidney Transplant Patients Act of 2013” 

Submitted to the Committee on Energy and Commerce 
Subcommittee on Health 
U.S. House of Representatives 

June 28, 2013 


The National Kidney Foundation (NKF) is pleased that the Committee is holding a 
hearing today on legislation to help kidney transplant recipients obtain access to 
medications that are required to help maintain the viability of the transplanted kidney. 
NKF is America’s largest and oldest health organization dedicated to the awareness, 
prevention and treatment of kidney disease for millions of patients and their families and 
for tens of millions of people at risk. H.R. 1428, introduced by Representative Burgess 
(R-TX) and Representative Kind (D-Wf), would extend Medicare Part B coverage of 
immunosuppressive drugs for kidney recipients who are non-aged and non-disabled. It is 
identical to legislation from the 1 12“' Congress that garnered nearly 130 cosponsors. 

Individuals with end-stage renal disease (ESRD), who require dialysis or a transplant to 
survive, are eligible for Medicare regardless of age or other disability as a result of 
legislation enacted by Congress in 1972. If these ESRD beneficiaries remain on dialysis, 
there is no time limit on their Medicare eligibility. However, despite quality of life 
benefits and the cost-effectiveness associated with transplantation compared to kidney 
dialysis, recipients who are not aged or disabled retain Medicare eligibility only for 36 
months following their transplant. After their Medicare ends, they often face the 
challenge of obtaining group health insurance or finding other coverage, greatly 
increasing the risk of organ rejection if they cannot afford their required medications. If 
the transplanted kidney fails, the patient returns to dialysis or receives another transplant, 
either of which is covered by Medicare. According to the U.S. Renal Data System 2012 
Annual Report, Medicare spends about $86,300 annually on a dialysis patient, compared 
to $24,600 per year for a kidney transplant recipient after the year of transplant. 

While the Affordable Care Act will improve the likelihood that kidney transplant 
recipients will gain health insurance, there are a number of individuals who are expected 
to remain uninsured after 2014 because they are unable to afford coverage in the 
Marketplaces. Furthermore, while States’ benchmark plans cover the most common 
immunosuppressive drugs (which mean the plans in the Marketplaces must also cover all 
of those drugs) the plans participating in the Marketplaces have flexibility in how patient 
cost-sharing for different drugs is designed. Some plans may place non-preferred drugs 
on higher tiers with higher patient cost sharing creating barriers for patients to access the 
medications that work best for them. 
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H.R. 1428 serves as a safety net for those who could not otherwise afford access to 
immunosuppressive medications needed to preserve their transplanted kidney. Medicare 
coverage would continue only for immunosuppressive medications; all other Medicare 
coverage would end 36 months after the transplant. It also requires group health plans to 
continue to pay for immunosuppressive drugs if they presently include such a benefit in 
their coverage, to prevent insurers from passing the obligation to Medicare. This bill will 
help improve transplant outcomes and enable more kidney patients who lack adequate 
drug coverage to consider transplantation. H.R. 1428 is the right thing to do for kidney 
patients, for living donors, organ donor families, and for the American taxpayer. 

Congress has acted previously in this regard, when it eliminated a simitar 36 month 
immunosuppressive coverage limit for aged and disabled beneficiaries in 2000. 

We thank you for your consideration of this legislation and urge its passage in the 113* 
Congress. 



statement for the Record 


American Society of Nephrology 

Hearing before the House Energy and Commerce Subcommittee on Health 
“Examining Reforms to improve the Medicare Part B Drug Program for Seniors” 
June 28, 2013 


The American Society of Nephrology (ASN) applauds Chairman Pitts and Ranking 
Member Frank Pailone, Jr. for holding the hearing on 8ie Medicare Part B drug program 
and appreciates the opportunity to submit testimony for the record on this important 
topic. ASN is grateful to the Subcommittee for including a focus on H.R. 1428, the 
Comprehensive Lifetime Immunosuppressive Drug Coverage Bill, in the hearing. The 
society also commends Larry B. Melton, MO, PhD, for sharing his expertise on this 
issue and thanks the American Society of Transplantation (AST) for its leadership with 
regard to H.R. 1428. 

Representing more than 14,000 members dedicated to leading the fight against kidney 
disease, ASN is largest organization of kidney health professionals in the world. 
Foremost among the society's goals is continuous improvement in ^e quality, 
efficiency, and accessibility of care available to patients \Mth kidney disease. ASN, 
together with AST and other national kidney and transplant organizations, strongly 
supports H.R. 1428, introduced by the Honorable Michael Burgess, MD, and the 
Honorable Ron Kind. 

For most patients with kidney failure, transplantation is superior to dialysis for patient 
survival and quality of life. However, patients who receive a kidney transplant must take 
immunosuppressive drugs to keep the kidney healthy dally for their lifetimes. By 
extending Medicare coverage of immunosuppressive drugs beyond the current 36- 
monto limit, this legislation would protect Medicare’s Investment in toe transplanted 
kidney and the health of the recipient. Patients without private insurance coverage are 
often unable to pay for these costly drugs after the 36-monto Medicare coverage period 
ends. Evidence shows that there is an increased rate of transplant failure 
corresponding with loss of coverage for these necessary drugs, and premature 
transplant failure is the fifth leading cause of Initiation of dialysis In the United States. 

Patients whose kidney transplants fail must return to dialysis— -which Medicare covers 
for all patients with kidney failure regardless of age or disability— at a significantly larger 
cost to Medicare than the immunosuppressive drugs would have been. H.R. 1428 




92 


would guarantee that all patients who receive a transplant maintain the iifefime 
coverage necessary to preserve the donated kidney, keeping the recipients healthy and 
off dialysis. 

A recent study in the New England Journal of Medicine concluded that “failing to pay for 
ongoing Immunosuppression ensures that Medicare’s initial investment In the kidney 
transplantation Is squandered, that patients die prematurely, and that U.S. taxpayers 
pay for a more expensive but inferior therapy after some transplants fail unnecessarily." 
Moreover, with the recent introduction of generic versions of two of the most commonly 
used Immunosuppressive drugs in fae typical regimen, the average sales price of the 
drugs has declined more than 55 percent. The cost of immunosuppressive drugs is a 
mere fraction of the cost of dialysis, and the economic case for Medicare providing 
lifetime immunosuppressive drugs has never been stronger, 

H.R. 1428 is a crucial opportunity to correct a senseless policy, protecting Medicare's 
investment in kidney transplants and making it possible for transplant recipients to 
contribute to society as healthy citizens. As the Subcommittee examines opportunities 
to improve the Medicare Part B drug program, ASN encourages the Subcommittee to 
consider H.R. 1428. 
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American Ssctel^ of Transplant Surgeons 


March 25, 2013 

Congressman Michael Burgess, M.D. Congressman Ron Kind 

2336 Rayburn House Office Building 1502 Longworth House Office Building 

Washington, D.C. 20515 Washington, D.C 20515 


Dear Congressmen Burgess and Kind: 

Thank you for your introducing H.R. 1325, the "Comprehensive 
Immunosuppressive Drug Coverage for Kidney Transplant Patients Act" on 
March 21, 2013. We greatly appreciate your championing this very 
important legislation for the patients we serve. 

Established In 1974, the American Society of Transplant Surgeons (ASTS) 
serves more than 2,0(X) surgeons, physicians, scientists, pharmacists, 
coordinators, and advanced transplant providers. ASTS is committed to 
fostering the practice and science of transplantation and guiding those who 
make the policy decisions by advocating for comprehensive and innovative 
solutions to the needs of ASTS members and their patients. 

As you know, this important legislation will eliminate Medicare's arbitrary 
36‘month limit on immunosuppressive drug coverage that is imposed on end 
stage renal disease (ESRD) beneficiaries. 

The 36 month limit is unfair and harmful to patients, living donors, donor 
families, and taxpayers. To pay for a kidney transplant and then stop 
Immunosuppressive coverage after 36 months most often will result in the 
beneficiary rejecting the transplanted kidney. After coverage ends and many 
of these patients cannot afford their medications, they will often either 
reduce their use of the medication or stop taking them altogether. As a 
result, these beneficiaries will inevitably face completely unnecessary failure 
of the transplanted kidney and placement back on the kidney wait list. 
Because of this policy, other Medicare patients with ESRD will incur a longer 
wait for life-sustaining kidney transplants. With nearly 100,000 Americans 
on the kidney wait list, we must ensure that recipients have access to the 
drugs that prevent their immune system from rejecting the new organ. 
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Medicare's current payment policy for ESRD beneficiaries is also fiscally poor policy as it takes a 
short-sighted view of Medicare costs. While Medicare spends more than $86,000 per year on each 
dialysis patient, the average annual Medicare expenditure for a kidney transplant recipient is far 
less expensive - $24,000 (U.S. Renal Data System 2012 Annual Report). Removing the arbitrary time 
limit on immunosuppressive drug coverage is therefore very likely to result in savings to the federal 
government. 

We appreciate that your legislation is tightly crafted to only remove the time limitation for these 
beneficiaries for the immunosuppressive benefit and to apply to only those without other coverage. 
As your approach is a "coverage backstop," these beneficiaries will only use this option as a last 
resort. 

Correcting Medicare's irrational immunosuppressive coverage policy will save lives, allow others on 
the transplant list a better chance to receive scarce organs, and save Medicare program the 
unnecessary costs of returning patients to dialysis or re-transplantation surgery. 

With your leadership and nearly 150 Members of Congress cosponsoring this legislation last 
session, we are hopeful that we will finally see passage of this critical legislation. We commend you 
for your continuing efforts and will work with you toward swift passage of this legislation. 

Sincerely, 

Kim M. Oithoff, M.D 
President 



David J. Reich, M.D 
Chair, Legislative Committee 
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113th congress w * A £* 

1st Session ^ ^ 

To amend title XXVII of the Public Health Service Act to limit co-payment, 
coinsurance, or other cost-sharing requirements applicable to prescription 
drugs in a specialty drug tier to the doUar amount (or its equivalent) 
of such requirements applicable to prescription drugs in a non-preferred 
brand drug tier, and for other purposes. 


IN THE HOUSE OF REPEESENTATIVES 

February 4, 2013 

Mr. McKinley (for himself, Mrs. Capps, Mrs. Capito, Mr. Young of Flor- 
ida, Mr. Moran, Mr. Wolf, Mr. Tonko, Mr, Runyan, Mr. Conyers, 
Ms. Bonaotci, Mr. CiciLLiNB, Mr. DeFazio, Mr. MicHAUD, Mr. Fare, 
Ms. PiNQREE of Maine, Mr. Rangel, and Mr. Crenshaw) introduced 
the following bill; which wus referred to the Committee on Energy and 
Commerce 


A BILL 

To amend title XXVH of the Public Health Service Act 
to limit eo-payment, coinsurance, or other cost-sharing 
requirements applicable to prescription drugs in a spe- 
cialty drug tier to the dollar amount (or its equivalent) 
of such requirements applicable to prescription drugs 
in a non-preferred brand drug tier, and for other pur- 
poses. 

1 Be it enacted by the Senate and House of Bepresenta- 

2 tives of the United States of America in Congress assembled, 
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2 

1 SECTION 1. SHORT TITLE. 

2 This Act may be cited as the “Patients’ Access to 

3 Treatments Act of 2013”. 

4 SEC. 2. COST-SHARING REQUIREMENTS APPLICABLE TO 

5 PRESCRIPTION DRUGS IN A SPECIALTY DRUG 

6 TIER. 

7 (a) In General. — S ubpart II of part A of title 

8 XXVII of the Public Health Service Act (42 U.S.C. 300^ 

9 et seq.) is amended by adding at the end the foUoAving: 

10 “SEC. 2719B. COST-SHARING REQUIREMENTS APPLICABLE 

11 TO PRESCRIPTION DRUGS IN A SPECLALTY 

12 DRUG TIER. 

13 “(a) Requirement. — A group health plan, or a 

14 health insurance issuer offering group or individual health 

15 insurance, that provides coverage for prescription drugs 

16 and uses a formulary or other tiered cost-sharing struc- 

17 ture shall not impose cost-sharing requirements applicable 

18 to prescription drugs in a specialty drug tier that exceed 

19 the dollar amount (or its equivalent) of cost-sharing re- 

20 quirements applicable to prescription drugs in a non-pre- 

21 ferred brand drug tier (or prescription drugs in a brand 

22 drug tier if there is no non-preferred brand drug tier). 

23 “(b) Special Rule. — ^I f a formulary used by a group 

24 health plan or a health insurance issuer offering group or 

25 individual health insurance contains more than one non- 

26 preferred brand drug tier, then the requirements of sub- 


•HR 460 ra 
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3 

1 section (a) shall be applied with respect to the non-pre- 

2 ferred brand drag tier for which beneficiaiy cost-sharing 

3 is lowest. 

4 “(c) Definitions. — ^I n this section: 

5 “(1) The term ‘cost-sharing’ includes co-pay- 

6 ment and coinsurance. 

7 “(2) The term ‘drag tier’ means, with respect 

8 to a group health plan or health insurance issuer of- 

9 fering group or individual health insurance coverage 

10 that uses a formulary or other cost-sharing strac- 

1 1 ture, a category of drags — 

12 “(A) within such formulary or structure 

13 for which the total dollar amount of cost-shar- 

14 ing requirements for any drag does not vary by 

15 more than ten percent from the total dollar 

16 amount of cost-sharing requirements for any 

17 other drag; and 

18 “(B) that are prescription drags. 

19 “(3) The term ‘non-preferred brand drag tier’ 

20 means, with respect to a group health plan or health 

21 insurance issuer offering group or individual health 

22 insurance coverage that uses a formulary or other 

23 tiered cost-sharing structure, a category of drags — 

24 “(A) within a drag tier in such formulary 

25 or structure for which beneficiary cost- sharing 


•HR 460 ra 
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is greater than drug tiers for generic drugs or 
preferred brand drugs in the formulary or 
structure; 

“(B) that are prescription drags; and 
“(C) that are not included within a spe- 
cialty drag tier. 

“(4) The term ‘prescription drag’ means — 

“(A) a drag subject to section 503(b)(1) of 
the Federal Food, Drag, or Cosmetic Act; and 
“(B) includes a drag described in subpara- 
graph (A) that is a biological product (as de- 
fined in section 351(i) of this Act). 

“(5) The term ‘specialty drag tier’ means, with 
respect to a group health plan or health insurance 
issuer offering group or individual health insurance 
coverage that uses a formulary or other tiered cost- 
sharing structure, a category of drags — 

“(A) within a drag tier in such formulary 
or structure for which beneficiary cost-sharing 
is greater than drug tiers for generic drags, 
preferred brand drags, or non-preferred drags 
in the plan’s formulary'; and 

“(B) that are prescription drags.”. 

(b) Effective Date. — Section 2719B of the Public 
Health Service Act, as added by subsection (a), applies 


•HR 460 IH 
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5 

1 to plan years beginning on or after the date of the enact- 

2 ment of this Act. 

O 


•HB 460 ra 
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statement of the Caiffomia Heal^are ins^ute (CHI) 

Submitt«i to H>e 

House Committee on Enei^y & Commerce 
Subcommittee on Health 

Hearing on “Examining Refoiros to improve aie Medicare Part 8 Drug Program for Seniors” 
June 28, 2013 

CHi - Catifornia Healthcare Institute, the statewide public policy organization representing California's 
leading biomedical innovators - ir?cluding over 275 rasearch univ^siSes and private, rsonprofit institutes, 
venture capita! firms, and medicai device, diagnose, biotechnoic^ and pharmaceutical comparsies - 
appreciates the opportunity to present its \n&m and voic® our opposition to any Medicare benefit redesign 
proposal that would seek to reduce payments for providers of drugs and biologies under Medicare Part B. 

California's more than 2,300 biomedical oompanies ^d instifotions. clustered throughout the state, lead 
the world in life sciences research and develc^merrt, \^ich has led to groundbreaking therapies and 
technologies to diagnose, treat and prevent conditions such as cancer, cardiovascular disease, diabetes, 
HIV/AIDS, chronic pain. Alzheimer's, ParkinsOT’s Disease, and others. Just as important, the sector is an 
ffjcreasingly important component of our state’s econwnic engine, employing nearly 270,000 people, 
paying $1 5,5 billion in wages and accounting ior $20 billion in ex{x>rts. 

Timely and appropriate coverage and payment policies are critical to biotechnology innovation and, most 
important, patient care. That is why it is vital for Congress to protect programs that are working. Medicare 
Part B, which provides coverage for therapies that are physician-administered, injected or infused, is a 
program that is working well and that provides vita! access to treatments for patients fighting debilitating 
and life-threatening diseases such as cancer and multiple sclerosis. As part of the Medicare 
Modernization Act (MMA) of 2003: Congress set the reimbursement rate for most Part B drtigs at ASP plus 
six percent (ASP +6%) and since its implementation. Part B spending growth has been low, benefitting 
both patients and taxpayers. 

ASP plus six percent reimbursement Is designed to cover the costs of an efficient provider and according 
to a 2007 study by MedPAC, for most physicians it provides a “slim” difference between cost and 
reimburseinent. ASP is - by definition - an averaging system and there are some providers whose costs 
will be higher than the average. For example, providers in small practices with low patient volumes and/or 
in rural areas fnay be less likely to have significant purchasing volumes. The additional reimbursement of 
six percent above ASP reduces the likelihood that these providers will face reimbursement below their 
acquisition costs. While ASP +8% has been working w®li, cuts to the six percent add-on could put small, 
independent or rural providers at risk, threatening access and care for extremely ill Medicare patients.. 

Compounding the problem for small and rural provider is a growing trend of certain health care services 
moving out of the community or individual clinic, and into the hospital outpatient setting. This is particularly 
true and troublesome with respect to oncology treatments, in addition to reports from CHi member 
companies, a 201 3 report by the Moran Cewnpany on b^alf of the US Oncology Network, Community 
Oncology Alliance, and ION Solutions found that chemotherapy treatments are moving into the hospital 
outpatient setting at a rate of 1,5 - 3.25 f»fcent per year. Furthermore, a 2012 report by Avaiere four^d 
that chemotherapy patients treated in the hospital outpatient setting cost on average 24 percent more than 
those receiving treatment received in a physkaan's office, regardless of the length of chemotherapy 
treatment. The result is increased costs for patients, as tiieir out-of-pocket cost-sharing amount is 
determined by the reimburse rate, which is higher in the hospitol setting. 

HEADQUARTERS 88S Prof^ptrrr Sfrec!. Suite 220 La jolla, C.\ 92(B“ S58.5.91 ,6677 Fax SSS.5.S1 ,6688 

SACRAMENTO L.C'l .K .Sttc'ft, .Suite tS40 Sacramento, CA 95814 9I6.2,'?5.549~ l-.ix 916.2.S.T,.S49S 

WASHINGTON, D.C. !«)S Rhotk- .l,0:in<! Avenui:, .NW. l^oor \XW!ungron, D,<I. 2i036 202.974,6.51.1 Fax 202.974.6 .j30 


WWW.CHI.QRG 


101 


CaliferniaHeaitticareinstitute-CHl 
US House Energy & Commerce Subcommittee on Health 
Hearing on '‘Examining gefbrms to Improve theMedicarePartBDrug Program for Sernors" 

Page 2 


CHI under^nds the pressures Congress faces as 9 considers ways to reduce the budget defic9. While 
reducing payments biow ASP +6% may piovide near-term costs savings on paper, any potential beneJt 
from near-term savings will pale in conparison to the real-tile Impact on providers and the Medicare 
patients they serve. Already, cuts to Mkicare Part B papents due to sequestration have forced sme 
cancer dinlcs to turn away patients. Furdiermore, the oveiwhelmlng majority of psJients receiving 
Ireabnents reimbureedunderPartBareelderly,and critically B - toors like a patlerb's comfwt In being 
treated by their community physician's office, their proximity to those clinics, and the simple fact ftat 
immune-compromised people shouldn't be In the hosprial where they are at increased risk fw healthcare- 
acquired infections are also important considerations in determining the most appropriate site of care. 

It is for these reasons that we are gravely concerned that the quality of care for our nation's seniors will not 
be well-served by conUnued erosion of the ASP reimbtisemenf scheme, and urge you to resist any 
proposals #iat seek to further reduce payments for Medicare Part B drugs and bictogics. 

Vile would be pleased to provide additional information on the damaging impact of such policies in our 
state, Thank you again for the opportunity to present our views. 
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Americw SooE^rfQinical Oncology 
M-akingmworU {fi^mmuminmncer care 

Statement of 

The American Society of Ciinicai Oncoiogy 
for the record 

House Energy and Commerce Committee 
Subcommittee on Heaith 

Examining Reforms to improve the Medicare Part B Drug Program for Seniors 

June 28, 2013 


The American Society of Clinical Oncology (ASCO) thanks Chairman Pitts and Ranking Member 
Pallone for holding this important hearing on the Medicare Part B drug program and proposed 
Medicare reforms offered by members of the subcommittee. 

ASCO is the national organization representing more than 30,000 physicians and other health 
care professionals who specialize in the treatment of patients with cancer. ASCO's core mission 
is to ensure access to high quality cancer care for ail cancer patients and our comments are 
based on our goal to achieve that mission. We stand committed to working with you toward a 
more stable and rational system that ensures access to high quality cancer care for all Medicare 
beneficiaries. 

Over 60 percent of all cancer diagnoses occur in individuals over 65 years old. Medicare 
beneficiaries with cancer depend on drugs administered in their physician's office to treat their 
diseases. Physician-administered drugs can help save the lives of people with cancer. 

The Medicare Modernization Act of 2003 (MMA) set payment amounts for drugs administered 
in community-based physician offices at 106 percent of the manufacturer's average sales price 
(ASP). ASP is adjusted quarterly based on information collected from the manufacturers, and 
current pricing is based on data that is three to six months old. ASP includes sales to all buyers. 
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Including very large buyers, and often does not reflect the prices available to typical 
community-based physician practices in oncology. 

The calculation of ASP includes "prompt pay discounts" offered by manufacturers to 
wholesalers and distributors. Typically, prompt pay discounts are not passed along to 
community-based physician oncology practices. The ASP plus 6 percent formula, consequently, 
in many cases fails to cover actual costs incurred for procuring, storing, preparing and handling 
highly toxic agents. When ASP values are less than the prices available to many community- 
based oncology practices, it creates so-called "underwater" drugs. Increasingly, community- 
based practices are unable to cost-shift or otherwise absorb the financial losses that result from 
administering drugs that are underwater. 

ASCO urges the subcommittee to pass H.R. 800, which would address this issue by excluding 
prompt pay discounts from manufacturers to wholesalers from the ASP calculation for drugs 
and biologicals under Medicare. 

The application of sequestration cuts to payments for Part B drugs and to the 6 percent service 
payment is exacerbating the problem of "underwater drugs". Because the cost of the drug is 
fixed, the entire sequester cut comes out of the 6 percent, which translates to a reduction of 28 
percent-not 2 percent. Sequestration has greatly impacted the ability of our members to treat 
Medicare beneficiaries with cancer. 

A recent ASCO survey showed, in part, that while practices are working hard to continue 
providing care for Medicare patients, many are being forced to send patients to hospitals for 
chemotherapy and a smaller number are no longer able to see Medicare patients at all. All of 
these disruptions In care are the result of the automatic two percent cut due to sequestration. 
Over time, these changes may radically compromise the cancer care delivery system in the 
United States. 

More than 500 ASCO members responded to the online survey, which was conducted April 23 - 
May 1, 2013 as Medicare began processing reimbursement claims under the funding cuts 
imposed by the Sequester. The survey results reflect a wide demographic mix of oncology 
practices with 44 percent in suburban settings, 41 percent in urban settings, and 16 percent in 
rural settings. Responding oncology practice ranged in size from 1 to 48 full-time medical 
oncologists. 

Below are additional results from ASCO's survey on the impact of sequestration on oncology 
practices: 

■ 80 percent of survey respondents said that the sequestration cuts have affected their 
practices. 

■ Nearly 50 percent reported not being able to continue caring for Medicare patients 
unless they have supplemental insurance. 
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■ 50 percent of respondents reported sending their Medicare patients elsewhere for 
chemotherapy, primarily to more expensive hospital outpatient infusion centers. 

■ Of those respondents sending Medicare patients elsewhere, the majority of practices 
reported between 10 percent and 50 percent of their patients were affected by this 
dislocation. However, some have had to redirect all of their patients. 

• 25 percent reported no longer participating in clinical research. 

■ 14 percent reported having to stop taking Medicare patients altogether at the time of 
this survey. 

■ 74 percent of survey respondents reported having difficulty paying for chemotherapy 
drugs. 

■ 22 percent reported they have or will need to close satellite clinical or outreach clinics, 
assuming the sequester cuts remain in place. 

• 27 percent of responding practices reported that they will no longer take Medicare 
Advantage patients. 

The diversion of patients to hospitals or other facilities for chemotherapy could have a major 
detrimental impact on the care that cancer patients receive. ASCO is concerned that, in many 
areas of the country, this change will require significant travel and additional burdens for 
patients who are already struggling with the activities of daily living and the side effects of their 
cancer and its treatment. 

ASCO urges the subcommittee to pass H.R. 1416 to help alleviate these problems by exempting 
physician-administered drugs from the Medicare sequestration. 

We urge the subcommittee to provide payment stabiiity for oncology drugs by passing H.R. 800 
and H.R. 1416 and protecting against any additional reductions to the ASP methodology. ASCO 
looks forward to continuing to work with you to ensure that beneficiaries with cancer have 
access to high quaiity, patient-centered care. 
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Ambwcan College 
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Statement for the Record 
American College of Rheumatology 

Hearing before the House Energy & Commerce Subcommittee on Health 
“Examining Reforms to Improve the Medicare Part B Drug Program for Seniors” 

June 28, 2013 


The American College of Rheumatology applauds Chairman Pitts and Ranking Member Pallone 
for holding this hearing. We appreciate the committee’s attention to the significant threats that 
imperil the ability of the Medicare Part B drug program to serve seniors. Representing more than 
9,000 rheumatologists and rheumatology health professionals, the ACR is very concerned that 
sequestration cuts to physician-administered drugs, and other problems with the Part B drug 
reimbursement formula, are jeopardizing patients’ ability to access critical drugs. 

Many patients depend on their rheumatologists to administer infusion drugs that help prevent 
permanent disability. Even before the two percent sequestration cuts, many rheumatologists have 
been forced to stop providing these treatments because reimbursement for Part B drugs — 
calculated as the Average Sales Price plus six percent — often do not cover the actual costs of 
drug acquisition, storage, preparation, and handling. Most physicians pay more than ASP for 
physician-administered drugs covered under Part B. In addition, the inclusion of prompt-pay 
discounts and insurance company rebates in the payment formula often reduce reimbursement to 
one to two percent above cost, and sometimes less. 

Sequestration has dramatically reduced Part B drug reimbursement to ASP plus 4.3 percent, a 28 
percent cut, exacerbating an already precarious situation for vulnerable patients. Mmy 
rheumatologists have been forced to stop providing critical treatments, or choose between no 
longer providing certain medicines and limiting the number of Medicare patients they see. 

This situation is forcing many patients to seek care in settings like hospitals, which are costlier 
and more difficult to access. In these settings, vulnerable patients experience significant burdens 
including higher copayments and longer travel times, and do not have their physician’s 
supervision when complex treatments are administered. This circumstance is disturbing because 
rheumatology patients must adhere to treatment regimens or face debilitating pain in the short 
term and joint damage, disability, expensive surgeries, and higher health care costs and even 
death in the not too distant future. 

The American College of Rheumatology strongly supports H.R. 1416 and H.R. 800. H.R. 1416 
would terminate application of sequestration to payment for certain physician-administered drugs 
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under part B of the Medicare program. This legislation is essential to restoring patient access to 
treatments that can help prevent permanent disability and save lives. H.R. 800 would help to 
mitigate the effects of sequestration by excluding customary prompt pay discounts from the 
average sales price for drugs and biologies under Medicare Part B. Wholesale distributors benefit 
from these discounts - not physicians or patients. Prompt-pay discounts significantly reduce 
reimbursement for infusion drugs and they should be excluded from the payment formula. 

The American College of Rheumatology requests that Congress take immediate action to protect 
access to critical treatments, by exempting physician-administered drugs from the sequestration 
cuts and eliminating prompt-pay discounts from the ASP formula. 


Contact Information 

Contact Name: Adam Cooper 

Organization: American College of Rheumatology 

Address: 2200 Lake Boulevard NE, Atlanta, Georgia 30319 

Phone Number: 404-633-3777 

Contact E-mail Address: acooper@rheumatology.org 
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August 5, 2013 

Congressman Joseph R. Pitts 
Chairman 

House Energy and Commerce Committee Subcommittee on Health 
2125 Rayburn House Office Building 
Washington, DC 20515-6115 

Dear Congressman Pitts, 

Thank you for allowing me to testify before the Subcommittee on Health on Friday, June 28, 2013, at the 
hearing entitled, "Examining Reforms to Improve the Medicare Part B Drug Program for Seniors." 

It was an honor and a privilege to address the committee on the current issues facing oncologists and 
Medicare Part B drugs. As requested I have attached to this letter responses to the additional questions 
submitted on behalf of the committee. 

Thank you again for the opportunity, and should you need anything in the future feel free to contact me. 
Sincerely, 

, . . -v 

Dr. Barry Brooks 
Chairman 

Pharmacy and Therapeutics Committee 
The US Oncology Network 
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The Honorable Mike Rogers 

1. According to the recent analysis by the Moran Group, there has been a shift in the site of 
service for chemotherapy services in Medicare from the Physician Office Setting (POS) to the 
Hospital Outpatient Department (HOPD) over the 2005 to 2011 period. 

According to the Community Oncoiogy Practice impact Report released this week, in the past 
year 288 clinics sites closed, 407 practices were financially struggling and 469 practices had 
entered into a contractual relationship of had been acquired by a hospital. 

What impact do you believe the shift in the delivery of cancer care from the community 
oncology clinic to the hospital outpatient has on (a) patient access to cancer treatment and (b) 
the cost of cancer treatment to patients? 

What change in Medicare payment policies do you believe would stem the tide of oncology 
clinic closures? 


Answer: 

Congressman Rogers, the 20% shift in site of outpatient cancer care over six years has had 
serious effects on cancer patients and on costs. When a community oncology clinic closes or 
physicians move into a hospital outpatient setting the patient is displaced from their current 
community clinic and forced to find a nearby hospital outpatient department for care. That 
patient will have to drive further, take off more time from work, spend more time away from 
their family, pay more in gas, wait in longer lines at the hospital, run the risk of acquiring more 
infections at the hospital, pay more in co-pays ($650 more a year per patient according to the 
2011 Milliman Study I referenced in my testimony) , and may not get the same personal 
attention they were receiving in the community clinic. Over time, it wilt be harder and more 
expensive for patients to continue their cancer treatment. Additionally, if the site of service 
shift trend continues and intensifies, hospitals will not have the capacity to handle the influx of 
cancer patients and access to treatment for Americans fighting cancer will be Imperiled. 

To stem the tide. Congress should level the playing field between community oncology and the 
hospital outpatient department. The first step to a level playing field is equalizing Medicare 
payments for the same services regardless of setting. Congress should act on MedPACs recent 
call for payment parity across outpatient settings. If a patient is receiving quality care in the 
community clinic, that practice should be receiving the same reimbursement as the hospital 
outpatient department. Today, Medicare reimbursement for oncology services is significantly 
higher in the hospital outpatient department, which tilts the competitive landscape unfavorably 
for both Medicare and seniors fighting cancer. The US Oncology Network applauds you and 
Congresswoman Matsui for your leadership in introducing HR 2869, the Medicare Patient Access 
to Cancer Treatment Act of 2013 which would address this issue; we look forward to working 
with you to enact this common sense approach. Additionally, Congress should pass (1) H.R. 800 
to make reimbursement for Medicare Part B drugs more accurate by removing the prompt pay 
discount reduction from Average Sales Price (ASP); and (2) H.R. 1416, to eliminate the 2% 
sequestration cut on costs of the drugs physicians purchase on behalf of CMS. 

These three legislative opportunities would go a long way toward the creation of a level playing 
field for community oncology, and ensure that in the future community cancer care is there for 
cancer patients when they need It. 


The US Oncology Network • 10101 Woodloch Forest Drive • The Woodlands, Texas 77380 
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The Honorable Cathy McMorris Rodgers 

1. In your testimony, you indicated that spending for cancer drugs is rapidly increasing in the 
hospital outpatient setting compared to the community setting, and you suggest that 340B 
prc^ram is contributing to this shift in care from the community setting. 

Are many community -based oncologists choosing to affiliate with hospitals so they can 
continue to serve their patients in difficult circumstances? 

What market forces, irrespective of 3408, are causing oncologists and other physicians to 
move from Individual or small group practices into hospital settings? 

Is tho-e any data to suggest that 3408 hospitals are buying oncology practices more rapidly 
than non-3408 hospitals? 

Answer: 

Congresswoman McMorris Rodgers, there has been a 20% shift in site of outpatient cancer care 
over six years according to a recent analysis of Medicare data. This shift has had serious effects 
on patients and on costs. When a community oncology clinic closes or physicians move into a 
hospital outpatient setting the patient is displaced from their current community clinic and 
forced to find a nearby hospital outpatient department for care. That patient will have to drive 
further, take off more time from work, spend more time away from their family, pay more in 
gas, wait in longer lines at the hospital, run the risk of acquiring more Infections at the hospital, 
pay more in co-pays ($650 more a year per patient according to the 20U Milliman Study I 
referenced in my testimony) , and may not get the same personal attention they were receiving 
In the community clinic. Over time, it will be harder and more expensive for patients to 
continue their cancer treatment. Additionally, if the site of service shift trend continues and 
Intensifies, hospitals will not have the capacity to handle the influx of cancer patients and access 
to treatment for Americans fighting cancer will be imperiled. 

Right now oncologists all over the country are making difficult decisions regarding their practices 
and their patients. Depending on each of their situations some will merge/affiliate with a 
hospital, some will retire, some will eliminate staff, and some will stop seeing new patients or 
certain types of patients. Our mission as physicians is to take care of our patients, and we take 
pride in that mission, but when a practice is not sustainable due to the government rules, 
regulations and reimbursement issues, tough decisions must be made that impact the practice 
and the patients we serve. The bottom line is that the private practice of community oncology 
is no longer economically viable unless we receive prompt legislative relief. 

While 3408 pricing gives hospitals a substantial advantage in drug costs, it is only one of the 
issues driving physicians into the hospital setting. There are many factors driving this shift 
including: (1) Medicare doesn't cover the costs of community oncology, and (2) Medicare 
payments and rules are tilted to advantage the hospital. Low Medicare reimbursements, issues 
like the prompt pay discount, sequestration cuts to the underlying drug costs, being reimbursed 
for drugs on the basis of prices two quarters in arrears, and uncollectible beneficiary insurance 
leave us underwater on most of our Medicare patients. Currently, 50% of the patients I serve 
are Medicare eligible, which means I am losing money on 50% of my patients. 


The US Oncology Network • 10101 Woodloch Forest Drive • The Woodlands, Texas 77380 
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At the same time hospital outpatient departments receive anywhere from 50% to 300% more in 
reimbursement from Medicare and private payers for the same outpatient services, hospitals 
get reimbursed by Medicare for uncollectible coinsurance, and a third of hospitals with 340B 
pricing are able to buy cancer drugs at a 30-50% discount. For example, a dose of Rituxan can 
cost Texas Oncology, which is my practice, $10,000. On the other hand, 340B hospitals can buy 
this drug for $5000 and get reimbursed more than $10,000 by CMS. 

Our observation is that over the past several years approximately 70% of the hospitals that have 
acquired community oncology practices are 340B hospitals, including all of the oncology practice 
acquisitions in Washington State over the past few years. This trend and the 340B hospital drug 
margin contributes to the decrease in cancer patient access to care and the increase in the 
overall cost of cancer care for Medicare, taxpayers, payers and patients alike. 


The US Oncology Network • 10101 Woodloch Forest Drive • The Woodlands, Texas 77380 
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July 23, 200 

Ms. Nancy Davenport-Eiinis 
President and CEO 

National Patient Advocate Foundation 
725 15th Street, N.W., iOtli Floor 
Washingtoii, D.C. 20005 

Dear M.s. Davenport-Ennis; 

riiatik you for appearing Ix'fore the Subconimittoc on Health on Friday, June 28, 201 3, to testify 
at the- Itearing entitled “Examining Reforms to Improve the Medicare Part B Drug Program for Seniors.” 

Pursuant to the Rules of the Conimitteeon Energy and Commerce, tlie hearing record remains 
open for ten business clays to pennit Members lo submit additional questions for the record, which are 
.attached. Tlte format of your responses to these questions should be as follows: ( I ) the name of the 
Member whose question you ttre siddressirig, (2) the complete text of the question you are addres.sing in 
bold, and (3) your answer to that question in jtiain text. 

To fiicilitate the printing of the hearing record, please respond lo these questions by the c lose of 
business on Tuesdiiy, August 6, 2013. Your responses should be mailed to Sydne Harwick, Legislative 
Clerk, Committee on Energy and Commerce, 2125 Rayburn House Office Building, Wa,sl)ington. D.C. 
20.5 15 atid e-mailed in Word format to Svdne.Hanvkk, 'a5mail.li ouse.gov. 


Thank you again for your time- and effort preparing and delivering testimony before the 
Subcommittee. 

Silicerelv. j 1 

/ise#i R. Pitts 
/ Chairman 
/ /Jubcoinmittee on Health 

ct:; The I Io!!or:ible Frank Pallone, Jf..’vBa(fkinB Member, Subcommittee on 1 Icaiih 


Ailachroent 
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iatioial Patient 
iifieate. fiiniation 

The Patienft WmelsiKe W6 


iuiySl, 2013 

The Honorable Joseph Pitts 
Chairman 

Committee on Energy and Commerce 
Health Subcommittee 
House of Representatives 
Congress of the United States 
2125 Rayburn House Office Building 
Washington, DC 20515-61X5 

cc: Sydne Harwick 
Legislative Clerk 

Re; Response to Additional Questions for the Record Relating to the Hearing Entitled 
"Examining Reforms to Improve the Medicare Part B Drug Program for Seniors" 

Additional Questions for the Record from the Honorable Cathv McMorris Rodgers 

Questiort X; in 1992, Congress created the 340B discount program to Increase affordability and 
acce^ibllity of pharmaceuticals for the nation's poor and unserved populations. It is my 
understanding that this Is an important part of our medical safety net. 

In your exchange with Congressman Cassidy during the hearing, you cite the 340B programs as 
having grown from 600 to 900 hospitals originally to about 6,000 hospitals today. Are you 
aware that there are only 2,000 hospitals in the program and 5,700 total in the United States? 

Thank you for the opportunity to clarify the quoted statistics. According to Health Resources and 
Services Administration (HRSA) data cited in the September 2011 U-S, Government Accountability 
Office (GAO) Report "Manufacturer Discounts in the 340B program Offer Benefits, but Federal 
Oversight Needs improvement," there were 1,233 hospitals participating in the 3408 program in 
2011.^ Additionally, In 2011 there were 4.426 clinics and other sites affiliated with those 
hospitals, but physically separate from the hospitals themselves, that independently participated 
In the 3408 program.^ Together, they represent a total of 5,659 hospitals and their affiliated sites 
that participated in the 340B program in 2011, which is how I arrived at the 6,000 figure I stated 
during my testimony. Moreover, as of July 1, 2013, there were 22,641 covered entity sites 
(including ail affiliated sites), up from 16,572 total covered entity sites in 2011, a 37% increase.^ 


''GAO, Drug Pricing: “Manufecturer Discounts in the 340B program Offer Benefits, but Federai Oversight Needs 

improveftierjt," (Washin^on, D.C: Sep. 20111 at 28. available at httDr/f'www.sao.aov/nroducts/GAQ-ll -S-IS - 

'•Id. 

’ Modern Healthcare, "Who benefits from drug discounts?" pg.8'9(Jul. IS, 2013}, 

•25 15th StTf#. tilth R-?0f | I rit-»ne!2G2'n4?-SK)$ ( F3xQG2;347-S5?9 i wvAKriprftoKj 
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Congresswoman McMorris Rodgers is also correct: according to the American Hospital Association (AHA) there are 
5,724 U.S. hospitals registered with the AHA/ Per a July 29, 2013 review of the HRSA 340B Covered Entity database, 
more than a third of those hospitals— 2,015 hospitals to be precise— have currently enrolled one or more sites as a 
340B Covered Entity/ Per the GAO in Its September 2011 report entitled "Manufacturer Discounts in the 340B 
program Offer Benefits, but Federal Oversight Needs Improvement" referenced above, hospital participation In the 
340B program grew nearly three-fold from 2005 to 2011.® I surmise that the number of hospitals participating in the 
340B program has only continued to grow given that the Affordable Care Act expanded the program to four new 
eligible entities— certain freestanding cancer hospitals, rural referral centers, sole community hospitals and critical 
access hospitals/ 

National Patient Advocate Foundation's (NPAF's) companion ot^anlzation, Patient Advocate Foundation (PAF) is a 
national 501 (c)(3) non-profit organization which provides professionai case management services to Americans with 
chronic, life threatening and debilitating illnesses. Through these coordination efforts, PAF case managers have 
assisted patients receiving care from hundreds of 340B Covered Entitles, including hospitals, throughout the United 
States. I have attached a list of such 340B Covered Entities, including hospitals for your review and consideration. The 
interactions of PAF case managers with providers at such 340B Covered Entities, including hospitals, has influenced 
both my testimony and follow-up responses set forth herein. 

Question 2fa): You indicated that you have data to show the 340B hospitals are using these drug discount savings to 
purchase community oncology practices. Can you provide me with tiiat evidence? 

As noted above, NPAF's companion organization, PAF, is a national 501 (c)(3) non-profit organization which provides 
professional case management services to Americans with chronic, life threatening and debilitating illnesses. PAF case 
managers serve as active liaisons between the patient and their insurer, employer and/or creditors to resolve 
insurance, job retention and/or debt crisis matters as they relate to their diagnosis. The PAF case managers 
collaborate with physicians and healthcare attorneys in achieving resolutions to specific cases.when needed. As such 
PAF representatives regularly coordinate with oncologists in all fifty states caring for patients who have sought case 
management and cost-sharing assistance from PAF. Through these coordination activities and, as I highlighted In my 
original statement to the Committee on June 28, 2013, PAF has heard from patients identifying numerous oncologists 
throughout the United States who have either shifted Medicare patients (or all patients) to hospital outpatient 
departments for chemotherapy and/radiation services, or who have had their practices acquired or consolidated with 
hospitals due to decreases in reimbursement, most notably Medicare reimbursement, for oncology services provided 
in physicians' offices, Including chemotherapy and radiation therapy services.® I have excerpted the examples of such 
site-of-service shifts from my June 28, 2013 testimony and attached them to this document for your consideration. In 
addition, I have also attached a communication from Zangmeister Cancer Center to its patients explaining Its decision 
to shift Medicare patients to hospital outpatient departments for medication administration, including chemotherapy, 
for your review. 

industry associations and oncologists have indicated to various media outlets that hospital acquisition of oncology 
offices or the consolidation of hospitals and oncology practices have occurred, at least in part, due to the prevalence 
of hospital participation In the 340B program. In February 2012, the New York Times reported In an article entitled 


* See AHA Fast Facts on U.S. Hospitals, available at http^/www.aha.ore/research/rc/stat-studies/fast-facts.shtml last visited Jui. 29. 2013. 
^National Patient Advocate Foundation INPAF) staff reviewed the HRSA 340B Covered Entity database 
(http://opanet.hrsa.gov/ooa/CESe8rch.ascx) and accumulated the number of participating hospitals by consolidating all sites affiliated with each 
unique 340B identification number. 

*GAO, Drug Pricing; Manufacturer Discounts in the 340B program Offer Benefits, but Federal Oversight Needs improvement," (Washington, 
D.C.: Sep. 2011) at 27, available of http://www.gao.gov/DrQducts/GAO-ll-836 . 

^ Section 7001 of the Affordable Care Act. 

® See Statement of Nancy Davenport-Ennis, Founder and CEO, National Patient Advocate Foundation on "Examining Reforms to improve die 
Medicare Part B Program for Seniors" before the United States house of Representatives Committee on Energy & Commerce Health 
Subcommittee on June 28, 2013. 


2 
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"Dispute Develops over Discount Drug Plan/' that "[sjome oncologists say the 340B program is one reason that more 
than 400 practices have become part of hospitals In recent years."® Recently, MedPage Today quoted Ted Okon, 
Executive Director of the Community Oncology Alliance, in an article entitled "Oncology Clinics Caught in Financial 
Vase" published on July 27, 2013. In that article Mr. Okon states that in recent years "[wjeVe seen almost an 
explosion In the number of nonprofit hospitals that have applied Ibr and have been granted 340B status. As a result, 
with those deep discounts [on medicines under the 340B program], a lot of those hospitals have looked at increasing 
their inflow of drug revenue. The way to do that is to acquire an oncology practice, which has the largest flow of 
revenue attributed to chemotherapy."^® In addition, just yesterday on July 30, 2013, The Walt Street Journal published 
an article by Dr. Scott Gottlieb entitled "How ObamaCare Hurts Patients" in which Dr. Gottlieb concludes that the 
340B program is increasing the cost of cancer care and eroding its quality due to site of care shifts from physicians' 
offices to hospital outpatient departments. Dr. Gottlieb further states, as did Mr. Okon, Executive Director of the 
Community Oncology Alliance, in the MedPage Today article cited above, that "eligible [340B program] hospitals are 
buying private oncology practices so they can book more of the expensive cancer drug purchases at the discount rates. 
More than 400 oncology practices have been acquired by hospitals since ObamaCare passed. Acquiring a single 
oncologist and mowng the doctor's drug prescriptions under a hospital's 340B program can generate an additional 
profit of more than $1 million for a hospital." I have attached the articles excerpted above and some additional 
articles from other news publications echoing the sentiment that many oncologists and industry associations have 
concluded that hospital acquisition of oncology offtces or the consolidation of hospitals and oncology practices have 
occurred, at least In part, due to the prevalence of hospital participation in the 340B program. 

In the absence of federal law or regulations dictating how 340B Covered Entitles, Including qualifying hospitals, may 
use revenues generated from the 340B program and oversight to monitor compliance with such restrictions, we can 
only rely on anecdotal evidence provided by physicians and other stakeholders as to how hospitals are funding their 
oncology practice acquisitions and why they are acquiring numerous oncology practices. 

Question 2fb): Are 340B hospitals purchasing oncology practices at any greater rates than non'340B hospitals? 

The acquisition of community oncology practices by 340B hospitals far exceeds the trend of consolidation of 
community practices into hospital systems generally. In fact, 70% of community oncology practices that were acquired 
over the 14 months ending in June 2013 were acquired by 3406 hospitals, according to data from the Community 
Oncology Alliance. In addition, one group purchasing organization dedicated to specialty drug contracting and 
distribution to independent oncology practices and hospitals has stated that in 2012, of the independent oncology 
practices that were acquired by hospitals that were members of its organization, 75% of the practices were acquired 
by hospitals that participate in the 340B program. In 2013, of the independent oncology practices that were acquired 
by hospitals that were members of its organization, 61% of the practices were acquired by hospitals that participate In 
the 340B program. 

Question 2fcl ; Is It plausible that 340B hospitals purchase these practices because the oncolo^sts are seeking 
stable, reliable income in a difficult market for all independent physicians and they hope to ensure that their 
patients can still receive care despite their own economic uncertainty? 

Yes, it is plausible. The Community Oncology Alliance (COA) has been tracking changes in the oncology treatment 
landscape for more than four years.^^ Its database quantifies the aggregate effects of alt the factors contributing to 
the shift in cancer care services from community-based offices and treatment centers to hospital outpatient 
departments. COA's most recent Community Oncology Practice impact report, released in June 2013, which we have 


® New York Times, “Dispute Dev^ops Over Discount Drug Plan." (Frt. 12, 2012). 

MedPage Today, "Oncology Oinics Caught in Financial Vase." (Jul. 27, 2013). 

^^Community Oncology Alliance, Community Oncology Practice Impact R^ort, “The Changing Landscape of Cancer Care" {June 25, 2013), 
available at httD://www.communitvoncologv.org/site/blog/det3il/2013/06/25/acce55-the-2013-communitv-oncologv-practice-imD3ct-reoort- 
showing-continued-cancer-c3re-consoiidation.html . 
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attached hereto for your consideration, shows that 43 pi^ctices are referring all their patients elsewhere for 
treatment, 288 oncology office locations have closed, 131 practices have merged or been acquired by a corporate 
entity other than a hospital, and 469 oncology groups have entered into contractual relationships with a hospital, such 
as a professional services agreement, or been acquired outright by a hospital. Another 407 oncology practices report 
they are struggling financially. The latest COA report reflects substantial changes in the practice landscape from April 
of 2012. Specifically, it shows a year-over-year increase in dinic closings of 20% and an increase of 20% in practices 
with hospital arrangements. COA states affirmatively that "'[tjhe reasons for this consolidation are due to insufficient 
Medicare reimbursement to community onojlogy clinics and higher reimbursement and margins to hospital 
outpatient facilities, especially those eligible for 340B discounts." 

Thus, oncologists are often forced to consolidate ©renter into alternative arrangements with hospitals because their 
independent practices cannot financially compete with hospitals to provide chemotherapy, radiation therapy and 
other cancer treatments to patients because hospitals receive more favorable reimbursement from Medicare for 
many of the same treatments and procedures. (For example, 2013 payment rebates for common chemotherapy codes 
96409 and 96413 in the hospital outpatient department are $146 and $231 compared with 2013 rates of ($109 and 
$132 in the physician office.) Those hospitals that participate in the 340B program also post significantly more 
favorable margins for separately reimbursable physician-administered drugs, such as chemotherapy, because they are 
able to acquire the drugs at substantial discounts— ranging generally from 20% to more than 50%~yet the Medicare 
reimbursement for the drugs™before sequestration, Average Sales Price (ASP) + 6%-is the same as that available to 
independent oncology practices that must purchase drugs at much higher commercial prices from wholesalers or 
distributors. Based on currently available data, media reports and the continued trend in declining Medicare 
reimbursement for chemotherapy and other services in physicians' offices,^ one could surmise this trend will only 
continue. 

Question 2fdh Could this trend be part of a general broader trend toward integration of health care systems, and 
not direcdy and solely attributable, as you suggest, to 340B hospitals? 

In my testimony I did not address any potentially broader, general trend toward health system integration in the 
United States, nor did i solely attribute any potential trend related to hospital acquisition of oncology practices or 
arrangements between hospitals and independent oncology practices directly to 340B hospitals. Rather, I merely 
highlighted that "the 340B hospital structure now allows [hospitals] to offer very attractive packages to oncologists, 
for them to leave their practices and associate, or to bring their entire practices to the hospital setting." 

Furthermore, 2012 data collected and analyzed by Jackson Healthcare suggests that independent oncology practices 
are being acquired by hospitals at a disproportionately high rate when compared to primary care practice acquisitions. 
Per Jackson Healthcare in its publication Trend Watch: "Physician Practice Acquisitions- Tracking Which Physician 
Practices Hospitals are Acquiring," attached hereto for your reference, Jackson Healthcare notes that In 2012, 44% of 
hospitals acquired physician practices.^ Of those physician practices acquired, between 6% and 8% were oncology 
practices. Hovrever, per an American Society of Clinical Oncology (ASCO) 2006 workforce study, there are only 3.3-4 
oncologists per 1(X),0CK) people in the United States, while there are 240 total physicians per 100,000 people in the 


“ See the Center for Medicare & Medicaid Services' proposed "Medicare Program; Revisions to Payment Policies under the Physician Fee 
Schedule, Clinicaf Laboratory Fee Schedule & Other Revisions to Part B for CY 2014 at 78 Fed. Reg. 43, 282 (Jul. 19, 2013) setting forth additional 
proposed cuts in Medicare reimbursement for oncology-related services in physicians' offices. 

Jackson Healtticare," Trend Watch: "Riysician Practice Acquisitions- Tracking Which Physician Practices Hospitals are Acquiring." (2012). 
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United States.^* As such, a 6%-8% acquisition rate seems disproportionately high given that oncologists represent less 
than 2% of physicians in the United States. 

We at NPAF appreciate the Subcommittee's interest in improving the Medicare Part B program for beneficiaries. We 
specifically applaud the Subcommittee for exploring the impact of the 340B program on cancer care available to 
Medicare beneficiaries, "niank you for the opportunity to provide testimony during the June 28, 2013 hearing as well 
these additional, clarifying comments for the hearing record. 

Respectfully submitted. 



Nancy Davenport-Ennis 
Founder and Chairman of the Board 


Attachments 


See The Advisory Board Company, Oncolc^ Rounds, "Estimating the D«nand for Oncology Physicians," (Jun. 13, 2011), available at 
http:y/www.advisorv.com/Rese3fch/Oncologv-Roundtable/Oncologv-Rounds/2011/06/Estimating-tfte-Demand-for-Oncologv-Phv5icians 
(quoting 2006 ^0 worirforce study as to the number of oncologists in the United States); see The World Bank data for "phYSicians for 1,000 

people" in the Unit«l States, available at httP://5earch.worldbank.org/data?oterm=ohvsiclans’t-ln-fthe-*-United-*-States (last visited Jui. 31, 2013) 
for the total number of physicians in the United States. 
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American Hos|Mt£ri 
Association 


AHA Resource Certter 
American Hospital Association 
155 North Wadter Drive - Suite 400 
Chicago, IL 60606 


Telephone: (312)422-2050 

Fax: (312) 422-4700 

E-mail: rc@aha.ora 

Website: http:/Aivww.aha.org 

Blog: ahatBsourceoenter.wordpress.com 


Fast Facts on US Hospitals 


The American Hospital Association conducts an annual survey of hospitals in the United States. The data 
below, from the 2011 annual survey, ate a sample of what you will find In AHA Hospital Statistics, 2013 
edition. The definitive source for aggregate hospital data and trend analysis, AHA Hospital 
Statistics includes current and historical data on utilization, personnel, revenue, expenses, managed cate 
contracts, community health indicators, physician models, and much more. 


AHA Hospital Statistics is published annually by Health Forum, an affiliate of the American Hospital 
Association. Additional details on AHA Hospital Statistics and other Health Forum data products are 
available at www.ahadataviewer.com. To order AHA Hospital Statistics, call (800) AHA-2626 or click on 
www.ahaonlinestotB.com. 


For further Infomnation or customized data and research, call the AHA Resource Center at (312) 422-2050 
for one-stop service. 


1 Total Number of All U.S. Reolstered * Hospitals 

il 5,724 

1 Number of U.S. Cpptmunity " Hospitals 

ij 4,973: 

1 Number of Nongovernment Not-for-Profit Community Hospitals 

ij 2,903 

1 Number oHnyestor;-Oyvned (For-Profit) Community Hospitals 

li 1,025 

1 Number of State and Local Government Community Hospitals 

!| 1,045 

1 Number of Federal Government Hospitals 

'i 208; 

1 Number of Nonfederal Psychiatric Hospitals 

-421 

1 Number of Nonfederal Long Term Care Hospitals 

si 112 1 

1 NumberofHospital Units of Institutions 

1 (Pnson Hospitals, College Infimiaries. Etc.) 

;j 10: 


1 __ 

1 Total Staffed Beds in All U.S. * Hospitals 

>1 924,333 

1 Staffed Beds in Community** Hospitals _ 

sl 797,403^ 

1 Total Admissions in Ali U.S. Re^i^tpred * Hosoitais 

i| ^ 36,564,880 

i Admissions in Community** Hospitals 

il 34,843,085 

i Total Exoenses for All U.S. Registered * Hosoitais 

i| $773,546,800,000 

1 Expenses for Community** Hospitals 

f $702,091,034,815 

! i .'1 

1 Number of Rural Community** Hospitals 

il 1,984.1 

t Number of Urban Community^ Hospitals 

11 2,9891 

1 „ ;! :i 

1 Number of Community Hospitals in a System *** 

il 3,0071 

! Number of Community Hosoitais In a Network **** 

1,555 
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•Registered hospitals are those hospitals that meet AHA's criteria for registration as a hospital facility. 
Registered hospitals include AHA member hospitals as well as nonmember hospitals. Fora complete listing 
of the criteria used for registration, please see Registration Requirements for Hospitals . 

••Community hospitals are defined as all nonfederal, short-term general, and other special hospitals. Other 
special hospitals include obstetrics and gynecology: eye, ear, nose, and throat; rehabilitation; orthopedic; 
and other individually described specialty services. Community hospitals include academic medical centers 
or other teaching hospitals if they are nonfederal short-temi hospitals. Excluded are hospitals not accessible 
by the general public, such as prison hospitals or college infirmaries. 

•••System Is defined by AHA as either a multihospital or a diversified single hospital system. A multihospifal 
system is two or mote hospitals owned, leased, sponsored, or contract managed by a central organization. 
Single, freestanding hospitals may be categorized as a system by bringing into membership three or more, 
and at least 25 percent, of their owned or leased non-hospital preacute or postacute health care 
organizations. System affiliation does not preclude network participation. 

•••• Network is a group of hospitals, physicians, other providers, insurers and/or community agencies that 
work together to coordinate and deliver a broad spectrum of services to their community. Network 
participation does not preclude system affiliation. 

© 2013 by Health Forum, LLC, an affiliate of the American Hospital Association 
UpdatedJanuaryS, 2013 
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Commanity Oncology Pnsctiee Impact Report 
5: The Changing Landscape of Cancer Care 

Issued June 25, 2013 

Smmnary 

* lliis is an update to the last Community Oncology Alliance (COA) Practice Impact Report, which was 
issued on 4/4/12. This report is derived from a tracking database on the changing oncology treamieni 
landscape. The database is compiled from private and public sources. Included in this report are a table 
of numbers of impacted practices by state and a map depicting the impact. 

• With this update, 1 ,338 clinics/practices during the past 6 years have been impacted as follows; 

288 Clinics Closed — Denotes individual clinic sites that have closed, 

— 407 Practices Struggling Financially — Denotes practices (possibly comprised of multiple clinic 
sites) that have fmancial difficulties. 

- 43 Practices Sending Patients Elsewhere — Denotes practices (possibly comprised of multiple 

clinic sites) that are sending all of their patients elsew'here for treatment. 

— 469 Practices with a Hospital Agreement or Purchased — Denotes practices (possibly comprised 
of multiple clinic sites) that have entered into contractual relationship with a hospital, such as a 
professional services agreement, or have been acquired by a hospital. 

— 131 Practices Merged or Acquired — Denotes practices (possibly comprised of multiple clinic 
sites) that have merged together or been acquired by a coiporate entity, other than a hospital. 

Points to Note 


* Relative to the last report issued 15 months ago, the data documents the following; 

— 20% Increase in Clinics Closed 

— 8% Decrease in Practices Struggling Financially 

— 9% Decrease in Practices Sending Patients Elsewhere 

20% Increase in Practices with a Hospital Agreement or Purchased 

— 1% Decrease in Practices Merged or Acquired 

The decreases represent practices that have closed or have been acquired by hospitals. 

* We continue to see consolidation in the cancer care delivery landscape, especially in tenns of clinics 
being closed and practices being acquired by, or affiliating with, hospitals. A recent analysis by The 
Moran Group’ confirmed diis consolidation by reporting that physician-owned community oncology 
clinics administered 87% of the chemotherapy in 2005 (analyzing Medicare fee-for-service data). By 
the end of 201 1, chemotherapy administration by community oncology clinics fell to 67%. 

® The reasons for this consolidation are due to insufiicient Medicai'c reimbursement to community 
oncology clinics and higher reimbui^ements and margins to hospital outpatient facilities, especially 
those eligible for 340B discounts. Studies by Avalere"' and Miliiman'^ have documented the higher cost 
of cancer ca,re in the hospital outpatient setting. Medicare pays S6.500 more per patient (annualized) for 
chemotherapy administered in the hospital oufriatient setting, and cancer patients on Medicare pay S650 
more. 

* This report does not reflect the adverse imp^t of the sequester cut to cancer drugs, which based on 
recent surv^’y results'^ is expected to accelerate hospital acquisitions of community oncology clinics. 


4 , I ; 5 4. 7 •hotCrapy Adminisirazion Utilisation and Chemotherapy Drag ViiUzaiion, 2005-201 1 for Medicare 

c' } ' ' < ‘h Ihc Moran Group, May, 2013. 

I s’ t K I'h ^ h\ Site of Service: Physician Office vs. Outpatient Hospital Avakre Heaith, Miy, 20 ! 2. 

\ - a L'ltkrt tnr Medicare Patients Receiving Chemotherapy. MiWimm, October, 20 \ I . 

^ I >/ 1 'm ' 1 . Community Oncology Alliance, March 2D!3, 
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Commynity Oncology Practice Impact Report 


State i V- 

'H: Tolafy'>): 

: 'Ss'tes/Pf9stices\ 






Alabama 

15 

4 

4 

0 


0 

Alaska 


0 

2 

0 

0 


Arizona 

11 

6 

0 

0 



Arkansas 

18 

4 

11 

0 

3 


California 

86 

20 


4 

10 

14 

Colorado 

42 


15 


19 

0 

Connecticut 

1C 


0 

0 

9 

0 

DC 


0 

2 

0 

0 

0 

Delaware 


4 

0 

0 



Florida 

122 

32 

26 

0 

27 

37 

Georgia 

40 

10 

16 

0 

14 

0 

Hawaii 


0 

0 

-0 


0 

Idaho 


0 

0 

0 


0 

iRinois 

74 

11 

28 

11 

11 

13 

indiarsa 

37 

10 

5 

2 

19 

1 

Iowa 

11 

2 

0 

1 


Q 

Kansas 


3 

0 

0 


0 

Kentucky 

34 

15 

2 

0 

17 

0 

Louisiana 

IS 


4 

0 

11 

0 

Maine 

12 

3 

4 

0 

3 

2 

Maryland 

15 


6 

2 

6 

0 

Massachusetts 


0 

0 

0 

0 

0 

Michigan 

91 

33 

46 

6 

8 

1 

Minnesota 

25 

. 

1 

2 

21 

0 

Mississippi 

12 

0 


0 

6 

1 

Missouri 

39 

8 


2 

19 

1 

Montana 

7 

0 


0 


0 

Nebraska 

9 

2 


0 


0 

Nevada 

25 

3 



0 

0 

New Hampshire 






0 

New Jersey 

39 

4 



13 

10 

New Mexico 

7 

1 




0 

New York 

65 

9 

41 


12 

3 

North Carolina 

30 

6 

4 


14 

2 

North Dakota 

1 

0 

0 

0 


0 

Ohio 

51 

11 

9 

0 

29 

2 

Oklahoma 

21 

0 

18 

0 

3 

0 

Oregon 

19 

1 

3 

1 

14 

0 

Penrtsylvania 

62 

6 

9 

0 

44 

3 

Rhode island 

5 

0 

3 

Q 

2 

0 

South Carolina 

27 

10 

4 

0 


4 

South Dakota 

3 

0 

0 

0 


0 

Tennessee 

61 

13 

31 

0 

15 

2 

Texas 

66 

28 


0 


24 


8 

2 


0 


0 

Vermont 

1 

1 


0 


0 

Virginia 

36 

8 



16 

5 

Washingtort 


1 




1 

West Vir ginia 


4 




0 

Wisconsin 


2 





Wyoming 


1 




2 

Total 

1.338 

288 

407 

43 

■mil 

131 


Clinics Closod denotes individual sites that have closed. 

Practices Struggling FinancMy denotes practices (pos^biy comprised of mt^tipie dinic sites) that have financial difficutties. 

Practices Sending Patients Elsewhere denotes practices (posdbly ojn^iised of c^nic sites) that are sending a!( patients elsewhere for treatrtsenJ, 

Hasp. Agreemeni/Purchase denotes practices {possibly comprised of rm^fifrfe dinic sites) that have a formal agfeement/arrangemont witl'j a hospital or have 
been purchased by a hospital. 

Merged/Acr^uired by Another Entity denotes practices (posssdy comprised of multiple cKnic sites) that have merged with other practices or have been acquired 
by a corporate entity other than a tiospital. 


Source: Community Oncology A'iiance practice impact database a^pHed and updated from data obtmned from public and ptivak 
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Business Day 



Dispute ttc'i'elops Over Discount Drag Program 


When a prh^ritc oncoiog}’ j>ract!cc in Memphis formed a ]«rtnersfaip 
ti'ilh a nearby hospital in late aou, the organizatioi^jHTsckimed that 
the deal tvouki “^ranssform tiire” in the region. 


What they did not emjAa^e was that 
tne deal iivould also create a wintfall 
tor th«!ni worth miliionsof (foharsa 
year, courtesj’ of an obscure federally 
mandaltxl drug discount program. 


VWtat's Popular Now ff 


K .' 

it 







Si.AVE 

'n« -rs.-^ajis 




The program, known as 340B, 
reijuircs most dnig companies to 
provide hefty cfocotmte - tj'pically 20 
to 50 jsercent — to hospitals and 
c.UniCvS that treat Iciw-incomc and ' I 

uninsured patients. 

But despite the seemingly admirable goal the program Is 
now under siege, the focus of a fieiee battle between 
powerful forces — the phannaceutical indu^’, which 
wants to rein in the discounts, and the hospitals, w hich say 

they might have to cut sm’ices without them. more in business j»y d of AfU icu'S) 

, „ Fed MtietinsEmls With NoSign of New 

One issue IS that the program allows ho^ais to usi uireetbrn 
discotmtwl drugs to treat not onfy poor patients but Re&n » 
those covered by .Mixiicare or prw'ate insurance. In liiose 
cases, the hospital pockete the difference between the 
iwhictd price it pays for the drug and the amount it is 
reimbursed. 


• the discounts to bt’ iiion 


Tliat is what happened in Memphis. When the We^ Clinic 
teamed with Methodist Healthcare, the huge volume of 
('hy mothes'^xp y drugs used by the clinic sur^nb qualified 
for the ho-sprital'-s discount, while reimbursement remained 
the same. 

jAarmaceutical indu^' 

trail? groups say tliat some hssgsitals have gone overboard 
in using the pre^ram to generate revenue, straying from 
the original intait of helping needy patients. Tlie rqxnt, 
whiids was supported by groujs representing pharatacics, 
pharmacy Ixmefit managers andoncologt' practices, called 
namnvh' fcxrused- 
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>-'i!UK Ri-pubJiCvTss in Hu and Senate are the program, which 

H.c' s.n h: F '•iitfcRtl I'lnn sTu'kv rufesandlax enforcement. 

1 1 ■nnnr'nnk' ho'^picali: aic e:i.'cnUaiiy profiting from the 340B program without passing 
ihf.i-i,- sj\;n5F h' Us patients, ihen the34oB program is not functioning as intended,” 

Si'nai'irl'p.trk’s iR I'lras'.lov, Rrpahlican of Iowa, ^id in ktters sent to three medical 
.v'riUH-lastiUn.kr 

s 'no rc.isi t. tor ibc M'nuinu is that the program ~ named after the se;tion in the law that 
ricau-d 1! ui 19-12 now mriudes one-third of the nation’s ho^tais, trijdethe number in 
2no-7 So 0 hil'ion \.<irth of drugs, or about a percent of the nation’s total, are sold 

ihrox.^h iho pioifam annually, reducing revenue for the pharmaceutical companies 
huoil'-vH'uf m. likin'- of dollai's a xrai. 

T’ic inilusi:;; ropoit says .saic'i could grow to SiabiSion bw 2016. Ihat is in part becau^ 
u'c iutiiin'-- ne\^ !■ .''d. ■ <,■' v ill make more hospitals eligsbte for the discounts by 
1 ; V ri'.jsing the numlrer oi patients ther^ treat, er’en as the need for the discounts 

'-hi'uU (uyiiablv diminish Ivan v fewer pet>jrfe wiH be uninsured 

Haspitais say 340B wasnes'ennciint to mcreh' frovkle cheap medicines to poor peo]^ 

Rather, it was meant !o lietp the hospitals that treat such jatients, and to stretch feieral 
resources. Making money from the spi'ead helps keep the hospitals operating, which in 
turrj helps needy patients. the>’ say. 

“If we didn’t have our 340B program, i JMrkmsly doulk we could have our outpatient 
cancel' cen 5 :er," said Burnis D, Breland. dinH't<irof j^iarmacy attheColumUis Regional 
fieahheare SJ^stem in we.stern Georgia. 

NeverthelK.sis, with the program unde,r scrutiny, tJ-ui organization reprewnting 340B 
ho.spltais, Safety Net Hospitals for Pharmaceutical .-Veasss, has warntaj companies that 
help thcKss! hospitals ran their discount programs to avoid using terras like “increaiang 
profits” and “revenue enhancement.” 

A 201.3 it^port by the Governntcml .Accountabilit)’ Office, the i.nvtsdgath'e arm of Congrtws 
: said that federal oi'crsight of the program was in.sufficicnt to easure that hospitals and 
. drag comp'uiies were aclliering to the .rak\s. 

: In resjxinse, the Health Restmrees and Services Administration, which, oversees the 
: program u-sing an annual budget of only $4.4 milHon., audited 51 hospitals last y«ir, its 

■ first audits .since the program began. It also made all hospitals recertify thenj.sclvcsas 
eligilile for the progra.ra. 

■ Asa result, some 271 treatment site.s belonging to 85 hospitals were eja;ted from the 
program, said .Krista .Petlley, the federal official in charge ofthc34oB program. She said 
that thnx; ho-spitais aclmowledged receiving discounts for which they were inebgibie and. 
were repaying manufacturer.^. 

Sv'ime drug com;pa.nics — CJenentech is the only one that has pul^ly identified itself — are 
also autliting luxsi^ital-s or conindering doing .so. 

Pnsvious studies have .shown drug companies do not always offer the full diaK>unt, though 
no drug companies are being audited. 

“Basically thcjiendulum has .swuJig so aggressively toward ovenaghtoftheho^itals, with 
little concern about the drag compank-s,” .said Ted Slaf^s p^dent of Safety Net 
Hospitals for Pharmaceulicnl Acce.ss, 

With so much money at stake, the 34oBpix)gram has given rise to a cottage industry' of 
companies that help hiispitals increase their savings, and two big conference are held 
each year on the program. The most recent one, in San Francia/o last month, drew &» 

|X‘upie and alxnn 50 exhibiting cornpanits, 

wAW,r!^irTe 5 .GonV 2013 ' 02 / 13 /kisiness/dispute-deve(ops-o«f- 34 <S>- 5 Ss«»jTt-dri«-pf^rsn.t®ii?pag^iB 38 Tted=ali&j= 5 & 
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Some oncologisb; s:i\' th<.; 340B program fe one reason that more than 400onc»l(^- 
practices have become s>art of lurspitals in the la^ ^’eral ystrs. Hie 340B <iiscounts 
to all drugs, but oncologisls use a iot of costly ones, fsovidinga potentially falser spread- 

Asingle .oncoiogist might use Sa.5 million to $4 miTiion in drugs a year, aeconfing to the 
Cs>mimu5)t>^ Oncology Alliance. If those thugs can be acquired for a 25 praeent discount, 

that is a |Wtential profit of up to .$1 million. 

"it’s the kxiphok' that's made cancer drugs profitable again,” saalDr. Peter B. Bach, 
director of the Center for Haiith Policy and Outcomes at Memorial Stean-ifettering 
Cancer Center and a hirmer adviser to Meilicare. 

Dr, Lee S, Schwastzberg, medical director of the West Clinic in Memphis, said the 340B 
pn>gram "dctiniteK' was a fai-'tor" in thedtxision to form the partnerdrip with Methodifi 

Healtlicare. 

The hospitai and clinic say they will tbnatc S5 million a year from the34oB process to 
the University of Tenneasee, rvhieh is building a cancer center with which thware 
affiliated. 

The money is a1.s<5 Iwing vused to help pay for nui^g and geretk counsding, Dr. 

Schwarlzlxirg said. 

Some pristm sysleins, meanwhile, sa\'c on drug making a 340B hosptal their 

official health care pnwider. 

If inmaU\s “become ‘fwtients' of the hospital, a 'win-wm’ arrangement can be n^tiat«l 
■with tlie state, county or city," ivP' ‘dy a presentation by Safety Net 
Hospitals for Pharmaceutical Ac^cess. 

A big increase in the use of 340B occurred in 2010, when the government allowed 
hospitals to use an unlimited numlx'x of neighborhixid pharmacH^ to fill 340B 
prescriptions. Before that, patients generally had to go to the hosfdtal pharmacy^ tvhich 
: can Ix^ inconvenient. 

■ The University of California 3nc<;iical centers, which now have 240 pharroades under 
contract, exjwct 3.13 ixircent of eligible prescriptions to go thniugh the 340B program this 
; year, up from only to pert^ent in aot i, said Lynn Paulsen, director of pharmacy practice 
standards. 

: in these arrangements, needy patients typically get the drugs at h'ltle or no cost. 

But if a fia tient Is insured, the hospital keeps the difference between tlie rtxiuced price it 
paid for the drug and the higher price reimbursed by the insurer, and pays the 
neighborhood pharmacy a di.spensmg fee. 

Ihere hixt already aixnit 25,000 arrangements betiveen a treatment site and a jAarmacy-, 
according to the Health Resources and Services Admins^ation. 

“ItLs morphed into a big res’cnue-capturc game — how can we get as many 34QB 
irrescriptions filltxl at. a 340B price,” .said Atircm Va,ndm-e 1 de of the Berkeley R^rarch 
Group, a consulting firm to pl'tarmaceutical companies. 

It. is txxi early to say what, if any, changes will be matte Congress. 

Hospitals say that restricting die discounts to drags actually consumed l^'p(x>r patients 
\vould eviscerate the Iwncfils of the program. The hwpitals are hopng the program might 
i>c cxjxmded to help telance. the hudeet . 

Ailing hospitals might garner more i^'mpathy than pffofitable drug companies. It is 
perhaps telling that no Democrats have ynned the investigatten of the 340B program. 

“it’s siring ihc government money, so ihw don't have an incentive to change it,” said 
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Hi ghlights 

Highlights of GAO-1 1-836, a repwt to 
congresstonal committees , 


Why GAO Did This Study 

The Health Resources and Sen/ices 
Administration (HRSA), within in the 
Departmentof Health and Human 
Services (HHS), oversees the 340B 
Drug Pricing Program, through which 
participating drug manufacturers give 
certain entities within the health care 
safety net — known as covered 
entities-— access to discounted prices 
on outpatient drugs. Covered entities 
include specified federal grantees and 
hospitals. The number of covered 
entity sites has neariy doubled in the 
past 10 years to over 16,500. 

The Patient Protection and Affordable 
Care Act (PPACA) riiandated that GAO 
address questions related to the 340B 
program. GAO examined; (1 ) the 
extent to which oovered entities 
generate 340B revenue, factors that 
affect revenue generation, and how 
they use the program; (2) how 
manufacturere' distribution of drugs at 
;340B prices affects covered entities' or 
non-^OB providers* access to drugs; 
and (3) HRSA’s oversight of the 340B 
program. GAQ reviewedl key laws and 
guidance, analyzed relevant data, and 
conducted interviews wiai 61 340B 
prograiTi stakeholders selected to 
represent a range of perspectives, 
Including HRSA, 20 covered entities, 

10 manufacturers and representatives, 
and 21 others. Selection of 
stakeholders was judgmental and thus, 
responses are not generaiizable. , 

What GAO Recommends 

To ensure appropriate Use of the 340B 
program, GAO recommends that. 
HRSA take steps to strengthen 
oversight regarding program 
participation and compliance with 
program requirements. HHS agreed 
with our recommendations. 

View GAO-1 1-836. For more informafion, 
contact Debra A. Draperat(202)5l2-7li4or 
draperd@gao.gov- 
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What GAO Found 

Thirteen of the 29 covered entities we interviewed reported ffiat they generated 
340B program revenue that exceeded dnig-related costs, whidi includes ffie 
costs of purchasing and dispensing drugs. Of those remaining, 10 did not 
generate enough revenue to exceed drug-related o^ts, and 6 did not report 
enough information for us fo determine the extent to which revenue was 
generated. Several fectors affected 340B revenue generation, including drug 
reimbursement rates. Regardless of foe amount of revenue generated, all 
covered entities refxxted using the program in ways (insistent wifo its purpose. 
For example, all covered entires reported that [iMxigram partidpation allowed 
them to maintain services and lower medlcatir^ costs for patients. Entities 
generating 340B pregram revenue that exceeded drug-reiated costs were also 
able to serve more patients and to provide additional services. 

According to the 61 3406 program stakeholders we interviewed, manufacturers’ 
distribution of drugs at 340B prices generally did not affect providers’ access to 
drugs. Specifically, 36 stakeholders, including those representing manufacturers, 
covered entities, and non-340B providers, did not report any effect on covered 
entities' or non-340B providers’ access. The remaining 25, also representing a 
wide range of perspectives on the 340B program, reported that it affected access 
primarily in two situations; (1 ) for intravenous immune globulin (MG), a lifesaving 
drug in inherently limKed supply; and (2) \^en there was a significant drop in foe 
340B price for a drug resulting in increased 340B demand, in both situations, 
manufacturers may restrict distribution of drugs at 340B prices because of actual 
or anticipated shortages. Stakeholders reported that restricted distribution of IViG 
resulted in 340B hospitals having to purchase some iVIG at higher. nDn-340B 
prices. They also repmted that restricted distribution when the 340B price of a 
drug dropped signiticantiy helped maintain equitable access for all providers. 

HRSA’s oversight of the 340B program is inadequate to provide reasonable 
assurance that covered entities and drug manufacturers are in compliance wifo 
program requirements — such as, entities' transfer of drugs purchased at 340B 
prices only to eligible patients, and manufocturers’ sale of drugs to covered 
entities at or below the 340B price. HRSA primarily relies on participant self- 
policing to ensure program compliance. However, its guidance on program 
requirements often lad^s the necessary level of specifidty to prowde dear 
direction, making partidpants' ability to self-police difficult and raidng concerns 
that the guidance may be interpreted in ways inconsistent with the agency’s 
intent. Other than relying on self-policing, HRSA engages in few adivities to 
overaee the 340B program. For example, the agency does not periodically 
confirm eligibility for ail covered entity types, and has never conducted an audit to 
determine whether program violations have occurred. Moreover, the 340B 
program has inaeasingiy been used in settings, such as hospitals, where the risk 
of improper purchase of 340B drugs is greater, in part because they serve both 
340B and non-340B eligible patients. This forfoer heightens concerns about 
HRSA's current approach to oversight. With foe number of hospitals in the 340B 
program Inaeasing significantly In recent years— frcwn 591 in 2005 to 1 ,673 in 
201 1 — and neariy a thin] of all hospitals in the U.S. currently partidpating, some 
stakeholders, sudi as drug manufacturers, have questioned whether all of these 
hospitals are in need of a discount drug program. 

United States Government Accountoblllty Office 
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United Stetes Govemraent Acconntebility OMce 
Washington, DC 20548 


September 23, 2011 

The Honorable Tom Harkin 
Chairman 

The Honorable Michael B. Enzi 
Ranking Member 

Committee on Health, Education. Labor, and Pensions 
United States Senate 

The Honorable Fred Upton 
Chairman 

The Honorable Henry A. Waxman 
Ranking Member 

Committee on Energy and Commerce 
House of Representatives 

Our nation's health care safety net provides services to low-income, 
uninsured, underinsured, and other individuals who experience barriers 
accessing care, regardless of their ability to pay. Certain types of 
providers within the safety net have access to discounted prices on 
outpatient doigs through the 340B Drug Pricing Program.’ The program, 
created in 1992 and named for the statutory provision authorizing It in the 
Public Health Service Act (PHSA),^ requires drug manufacturers to give 
340B discounts to entities covered under the law— known as covered 
entities — In order to have their drugs covered by Medicaid.®, 

Covered entities include clinics and hospitals that provide general health 
care services, as well as those that serve patients with specific conditions 
or diseases, and are typically eligible for the program because they 
receive some type of federal support, such as a federal grant. According 


’Outpatient drugs covered under the 340B program may include: prescription drugs 
approved by the Food and Drug Administration: certain over-the-counter drugs provided 
as prescriptions; biotogicai products, other than vaccines, that can be dispensed only by a 
prescription; and insuiin approved by the Food and Drug Administration. 42 U.S.C. 

§§ 256b{b){2), 1396r-8(k){2). When payment for an outpatient drug is bundled with 
payment for other services, the drug is not covered by the 340B program. 

^42 U.S.C. § 256b. 

^Medicaid is a joint federal-stata program that finances health care ^ certain categories 
of low-income individuals. Medicaid programs vary from state to state. 
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to the Health Resources and Services Administration (HRSA), the agency 
within the Department of Health and Human Services (HHS) responsible 
for administering and overseeing the 340B program, the purpose of the 
program is to enable covered entities to stretch scarce federal resources 
to reach more eligible patients, and provide more comprehensive 
services.^ Covered entities’ current spending on 340B drug purchases is 
estimated to be about $6 billion annually. 

Participation in the 340B program is voluntary for both covered entitles 
and drug manufacturers, but there are strong incentives to participate. 
Covered entities can realize substantial savings through 340B price 
discounts — an estimated 20 to 50 percent off the cost of drugs, according 
to HRSA. In addition, covered entitles can generate 340B revenue.® For 
example, covered entities can purchase drugs at the 340B price for ail 
patients el igible under the program regardless of their income or 
insurance status, and generate revenue, such as through a patients' 
insurance reimbursement, that may exceed the 340B price paid for the 
drugs.® As of July 2011, there were more than 16,500 covered entity sites 


*HRSA bases this view on language in a House Energy and Commerce Committee 
Report pertaining to language similar to what eventually became section 340B of the 
PHSA. See H. Rep. No. 102-384, Pt. 2, at 12 (1992) (discussing bill to amend the Soda! 
Security Act); See also Veterans Health Care Act of 1992, Pub. L No. 102-585, § 602(a), 
106 Stal. 4943, 4967 (adding section 340B to the PHSA). 

®For this report, we define 340B revenue as all monies receix^ by cov^ed entities for 
drugs they purchase at the 340B price, whether or not the revenue meets or exceeds the 
costs paid for tiie drugs. 

®in 1 996, HRSA issued a definitbn of a 340B patient that defines the situations under 
wrfiich covered entitles can use drugs purchased at 340B prices for thar patients. While 
income and insurance status do not dictate whether a patient is eligible under the 
program, certain patients, such as those who do not receive health care services 
consistent wifo the scope of a grant that made an entity eiigibie for foe pn^gram or those 
whose only service frwn the covered entity is the disiMnsing of dru^, are prohibited from 
receiving drugs purchased at foe 340B price. Notice Regarding Section 602 of foe 
Veterans Health Care Act of 1992 Patient and Entity Eligibiiity, 61 Fed. Reg. 55156 
(Oct. 24. 1996). 
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enrolled in the pnsgram — about double the number reported in 2001 ? 
Because they must participate in the 340B program to receive Medicaid 
reimbursement for their drugs, incentives for participation by drug 
manufacturers also are strong. According to HRSA, most manufecturers 
that produce outpatient drugs have participated in the program since its 
inception. 

HRSA requires program participants to meet certain conditions set forth 
both in law and agency guidance. For example, under the PHSA, covered 
entities are prohibited from transferring 340B drugs to individuals who are 
not eligible patients of the entities.’ Similarly, to help ensure covered 
entities receive the discounts they are entitled to, HRSA has issued 
nondiscrimination guidance prohibiting drug manufacturers from 
distributing drugs in ways that would discriminate against covered entities 
compared to other, non-340B healthcare providers.® This includes not 
conditioning the sale of drugs to covered entities on restrictive conditions, 
such as requiring them to commit to minimum purchase amounts, which 
would discourage entities from participating in the program. However, 
stakeholders. Including both covered entities and drug manufacturers, 
have raised questions about the extent to which 340B program 
requirements are followed and the extent to which HRSA ensures 
compliance. Further, because the 340B program has no requirements on 
how 340B revenue can be used,'° stakeholders, such as drug 
manufacturers, have raised questions about covered entities' generation 
of revenue and whether they are using it in ways consistent with the 
purpose of the program. Additionally, due to continued growth in the 


^Data are the most recent availabie from HRSA's covered entity database and represent 
both unique covered entities and all their eligibte sites, such as satellite clinics. Accoiding 
to HRSA. there are about 3.200 unique organixations cunantly participating in the 
program — the agency was unable to provide historical data on unique organizations for all 
entity types. Additionatly, because a covered entity may enroli under any and aii eligible 
grant types it receives. It is possible that certain unique organizations and eligible sites are 
reflected in the database more than once. However, HRSA estimates that this overlap 
represents less than 5 percent of all listings in the database. 

®42 U.S.C. § 256b(a)(5KB). 

^Notice Regarding Section 802 of the Veterans Health Care Act of 1 992 Entity Guidelines, 
58 Fed. Reg. 68922 (Dec. 29. 1993). 

^°According to HRSA, while there are no 340B-sp6cifc requirements, all covered entities 
eligible for the (»x}gram based on their grantee status may be required to use 3408 
revenue hi accordance witii tiieir grant requirements. 
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number of covered entities participating in the program, some 
stakeholders have raised questions about whether increased use of 340B 
discounts shifts a larger share of daig costs to others in the health care 
system. 

The Patient Protection and Affordable Care Act (PPACA) amended the 
340B program by expanding entity eligibility for the program to include 
additional types of hospitals." PPACA also contained provisions to 
improve 340B program integrity, and included a provision explicitly 
prohibiting manufacturers from discriminating against covered entities in 
the sale of 340B drugs, consistent with HRSA’s nondiscrimination 
guidance.'* The passage of PPACA has raised some questions for 340B 
stakeholders about the program. For example, although proponents of the 
explicit prohibition on manufacturers contend that it is necessary to 
prevent discrimination against covered entitles, critics are concerned 
about how it could affect non-340B providers' access to drugs.’* 
Additionally, PPACA extends health insurance coverage to more 
Americans, and some stakeholders, such as drug manufacturers, have 
questioned whether covered entities will need the discounts provided 
through the 340B program given this increased coverage. 

PPACA directed us to address several questions related to the 340B 
program. In response to the mandate, we examined: (1 ) the extent to 
which covered entities generate 340B revenue, factors that affect their 
revenue generation, and how entitles use the program; (2) how 
manufacturers' distribution of drugs at 340B prices affects providers' 
access to drugs, whether those providers are covered entities or non- 
340B providers; and (3) HRSA's oversight of the 340B program. 


' ' Entities that became eligible for the 340B program through PPACA include certain 
critical access hospitals, sole community hospitals, rural referral centers, and freestanding 
cancerhospltals.SeePub.L. No. 111-146, §7101, 124Stat. 119,821 (2010) as 
amended by the Health Care and Education Reconciliation Act of 2010, Pub. L. No. 111- 
152, § 2302, 124 Stat. 1029, 1082. 

’*Pub. L. No, 111-148, § 7102(b). 

' *For this report, we consider providers as having access to a drug If they are able to 
obtain the amount necessary to meet the needs of their patients— for covered entities this 
includes being able to obtain the drug at the 340B price. 
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To examine the extent to which covered entities generate revenue 
through their participation in the 340B program, factors that affect their 
revenue generation, and how entities use the program, we conducted 
interviews with a judgmental sample of 29 covered entity organizations 
primarily selected to represent five cxsvered entity types located in five 
states. We selected entity types based on factors, including high levels of 
participation in the 340B program and variation in organizational structure 
and the types of services provided. We selected states based on factors, 
including geographic variation and the percentege of uninsured in the 
state. Specifically, we interviewed 7 federally qualified health centers 
(FQHC),^^ 5 family planning clinics, 5 AIDS Drug Assistance Programs 
(ADAP), 5 hemophilia treatment centers, and 5 general acute care 
hospitals with a Medicare disproportionate share hospital (DSH) 
adjustment percentage of greater than 1 1 .75 percent^®— in this report we 
refer to these hospitals as DSH hospitals.^® These entities were located in 
Illinois, Massachusetts, Tennessee, Texas, and Utah. We specifically 
selected Massachusetts to gain a better understanding of the potential 
effect of PPACA’s health insurance reforms on the 340B program.^^ In 
addition to interviewing covered entities located in the five states, we 
conducted interviews with 2 additional DSH hospitals located in other 
states, because of questions raised in stakeholder interviews about how 
these hospitals were using the program. When possible, we collected 


^^FQHCs are urban or rural health centers that pmvkje comprehensive crKnmuntty-based 
primary and preventive care services to medically underserved populations and have 
received a “Federally Qualified Health Center” designaticvi from ttie Centers for Medicare 
& Medicaid Services (CMS). 

^^General acute care hospitals are eligible for the 340B program when they have a 
Medicare DSH adjusfoient percentage of greater than 1 1 .75 percent and meet certain 
other requirements. Medicare is foe foderalty financed health insurance program for 
persons aged 65 or over, certain individuals with disabilities, and individuals with end- 
stage renal disease. The Medicare DSH adjustment percentage is an additional Medicare 
payment to acute care hospitals paid under the inpatient prospective payment system— a 
Medicare reimbursement method based on a predetermined, fixed amount. A hc^pital’s 
DSH adjustment percentage is generally based on its DSH patient percentage, which is a 
statutory formula created fo identify hospitals that treat a signiticantiy disprc^rtionate 
number of low-incorrie Medicare and Medicaid patients. 

^^/Vhile additional t^s of hospitals are eligible for the 340B prc^ram, we only 
interviewed DSH hos^ls because foe remaining hospita! types had only recentiy started 
participating in the pHogram. 

2006, Massachusetts implemented comprehensive state-ievel health insurance 
refoim that was similar to PPACA’s national-level reform. 
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relevant documentation from covered entities. Although we selected 
covered entities to interview that represented a variety of entity types, not 
all covered entity types are represented. Further, our selection of covered 
entities was judgmental, and our sample is not generalizable. (See 
appendix I for more details on how we selected covered entities and 
appendix I! for more information about the entity types eligible to 
participate in the 340B program.) 

To examine how manufacturers’ distribution of drugs at 340B prices 
affects providers’ access to drugs, whether those providers are covered 
entities or non-340B providers, we conducted interviews with 61 340B 
program stakeholders, including our judgmental sample of 29 covered 
entities, as well as 32 other program stakeholders representing a wide 
range of perspectives on the program.’® Included were interviews with 
6 drug manufacturers, selected based on factors such as having a large 
market share and producing drugs with reported challenges related to 
their distribution at 3406 prices, and 6 organizations representing drug 
manufacturers and others involved In distributing drugs from 
manufacturers to providers. We also interviewed stakeholders 
representing providers, including 9 organizations representing covered 
entities, 2 organizations representing non-340B providers, and 5 
organizations representing both covered entities and non-340B providers. 
Finally, we interviewed HRSA and the Centers for Medicare & Medicaid 
Sen/ices (CMS), as well as HRSA’s 2 340B program contractors. (See 
appendix I for more details on interviewees and how we selected them.) 
Similar to our selection of covered entitles, our selection of other program 
stakeholders was judgmental and, as such, responses are not 
generalizable. In addition, we reviewed relevant documentation from 
Interviewees, and analyzed industry data as well as data from HRSA’s 
covered entity database to determine the number of hospitals in the U.S. 
currently participating in the 340B program. We reviewed data-related 
documentation and interviewed agency officials, and detemiined these 
data were suffrciently reliable for our purposes. 

To examine HRSA’s oversight of the 340B program, we conducted 
interviews with the 61 program stakeholders discussed above and 
reviewed relevant documentation. We reviewed Intormatlon from HRSA 
and other HHS agencies, including those that administer the grants that 


’®We conducted multipte interviews with certain organizations for a total of 65 interviews. 
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make entities eligible for the 340B program.''® We also reviewed key laws, 
guidance, and relevant literature related to the program and to safety net 
providers. We analyzed data from HRSA’s covered entity database to 
determine changes in 340B program participation among covered entity 
types since 2001. We reviewed data-related documentation and 
interviewed agency officials, and determined these data were sufficiently 
reliable for our purposes. 

We conducted our performance audit from September 2010 through 
September 201 1 in accordance with generally accepted government 
auditing standards. Those standards require that we plan and perform the 
audit to obtain sufficient, appropriate evidence to provide a reasonable 
basis for our findings and conclusions based on our audit objectives. We 
believe that the evidence obtained provides a reasonable basis for our 
findings and conclusions based on our audit objectives. 


Background 


The 340B program was created in 1992 following the enactment of the 
Medicaid Drug Rebate Program and gives certain safety net providers 
discounts on outpatient drugs comparable to those made available to 
state Medicaid agencies.^ HRSA, through Its Office of Pharmacy Affairs, 
is responsible for administering and overseeing the 340B program, 
which according to federal standards, includes desFgning and 
implementing necessary policies and procedures to enforce agency 
objectives and assess program risk. These policies and procedures 
include internal controls that provide reasonable assurance that an 


^^HHS agencies tftat administer the grants that make entities eligible for foe 340B 
program include HRSA, Indian Health Services, Office of Population Affoirs, and foe 
Centers for Disease Control and Prevention. CMS calculates Medicare DSH adjustirtent 
percentages for hospitals. 

^®The Medicaid Drug Rebate Program was established through foe Omnibus Budget 
Reconciliation Act of and requires drug manufocturers to pay rebates to states as a 
condition of having their drugs covered by Medicaid. Pub. L. No. 101-508, §4401. 

104 Stat. 1388. 1388-143 (adding 42 U.S.C. § 1396r-8). 

^^The Pharmacy Services Support Center (PSSC) and the Prime Vendor Prc^ram (PVP) 
assist HRSA wth the administration of foe 340B program and aremanaged by 
contractors. The PSSC prowdes guidance and free technical assistance to covered 
entities and helps ensure that patients of covered entities receive cximprehensive 
pharmacy services. The PVP establishes a distribution network for phannacreuticals to 
covered entities and ne^tiates prices for a portfolio of drugs t^low the 340B price. 
Participation in foe PVP is free and voluntary for covered entities. 
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agency has effective and efficient operations and that program 
participants are in compliance with applicable laws and regulations. 

Program Participants 

Eligibility for the 340B program Is defined in the PHSA. Entities generally 
become eligible by receiving one of 10 federal grants or by being one of 
six hospital types. (See appendix II for a complete list of covered entity 
types and their eligibility requirements.) To participate In the 340B 
program, eligible entities must register with HRSA and be approved. 

Entity participation in the 340B program has grown over time to include 
over 16,500 covered entity sites (see fig. 1). 


Figure 1: Growth in Covered Entity Sites, 2001 to 2011 


Nund»r of covered enWy sites 
18,000 


16.572 



2001 2002 2003 2004 200S 2006 2607 2008 2000 2010 2011 

Year 


Source: GAO analyete of HRSAdato. 


^^See GAO. Standaixis ftw Internal Control In the Federal Government, 
GAO/AIMD-00-21.3.1 (Washington. D.C.: November 1999). 
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Federal grantees are eligible for the 340B program by virtue of receiving 
certain federal grants administered by different agencies within HHS. 
Eligible grantees include clinics that offer primary and preventive care 
services, such as FQHCs,^’ family planning clinics, and clinics that target 
specific conditions or diseases that raise public health concerns or are 
expensive to treat, such as hemophilia treatment centers. Farticipating 
clinics may offer eligible services at one or multiple sites. They also 
include state-operated ADAPs, which serve as a 'payer of last resort' to 
cover the cost of providing HIV-related medications to certain low-income 
individuals. 

Hospitals eligible for the 340B program include certain DSH hospitals, 
children’s hospitals, freestanding cancer hospitals, rural referral centers, 
sole community hospitals, and critical access hospitals. While DSH 
hospitals have been eligible for the program since its Inception, children's 
hospitals became eligible in 2006, and the remaining hospital types 
became eligible through PPACA.^^ 

Hospital eligibility for the 340B program has more elements than that of 
federal grantees, because unlike federal grantees, hospitals do not qualify 
for the program based on receipt of a federal grant. Rather, they must 
meet certain requirements intended to ensure that they perform a 
government function to provide care to the medically underserved. First, 
hospitals generally must meet specified DSH adjustment percentages to 
qualify; however, critical access hospitals are exempt from this 
requirement.® Additionally, all hospitals must be (1) owned or operated 


®Not alt FQHCs receive federal grants. Providers that meet all of the requirements for the 
FQHC progtam but do not receive federal grants are referred to as FQHC look-atikes and 
are eligible to participate in the 340B program. 

“SeePub.L. No. 11 1-148, §7101, 124Stat. 119,821 as amended by the Health Cate 
and Education Reconciliation Act of 2010, Pub. L. No. 111-152, §2302, 124Stat. 1029, 
1082. While PPACA explicitly added children’s hospitals to the list of covered entities 
under the 3408 program in the PHSA, they were originally made eligible under the Social 
Security Act through the Deficit Reduction Act of 2005. Pub. L. No. 109-171, § 6004, 

120 Stat. 4, 61 (2006) (amending 42 U.S.C. § 1396r-8(a)(5)(B)). 

®To be eligible for the 340B progtam, rural referral centers and sole community hospitals 
must have a DSH adjustment percentage that is equal to or greater than 8 percent, and 
DSH. children’s, and free-standing cancer hospitals must have a DSH adjustment 
percentage that is greater than 1 1 .75 percent Although children's and free-standing 
cancer hospitals do not receive payments under the Medicare inpatient prospective 
payment system, they must have a payer mix that would result In a DSH adjustment 
percentage of greater than 1 1.75 percent 
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by a state or local government, (2) a public or private, nonprofit 
corporation that is formally delegated governmental powers by a unit of 
stats or local government,® or (3) a private, nonprofit hospital under 
contract with a state or local government to provide health care services 
to low income individuals who are not eligible for Medicaid or Medicare. 
Clinics and other sites affiliated with a hospital, but not located In the main 
hospital building, are eligible to participate in the 340B program if they are 
an integral part of the hospital, which HRSA has defined as reimbursable 
sites on the hospital’s most recently filed Medicare cost report.^' 

All drug manufacturers that supply outpatient drugs are eligible to 
participate in the 340B program and must participate if they want their 
drugs covered by Medicaid. To participate, manufacturers are required to 
sign a pharmaceutical pricing agreement with HHS in which both parties 
agree to certain terms and conditions and submit this agreement to 
HRSA. 


Program Structure and Covered entities typically purchase and dispense 340B drugs through 
Operation pharmacies and can structure their programs in different ways. Entities 

can have (1) an In-house pharmacy model, in which the pharmacy is 
housed within the covered entity, (2) a contract phamnacy model. In which 
the entity contracts with an outside pharmacy to dispense drugs on their 
behalf, or (3) both. Historically, only covered entities that did not have an 
in-house pharmacy were allowed to contract with a single outside 
pharmacy to provide services. In March 2010, however, HRSA issued 
guidance allowing all covered entities — including those that have an in- 
house pharmacy— -to contract with multiple outside pharmacies,® Some 
covered entities use HRSA’s Pharmacy Services Support Center (PSSC) 
or private companies that provide technical assistance, information 


®AccofUing to HRSA, a hospital is said to be “formally granted governmental powers’ 
when the state fonnally delegates to the hospital a type Of pow6r(s) usually exercised by 
the state, for the purpose of providing health care senrices to the medically indigent 
population of the state. 

^^Notice Regarding Section 602 of the Veterans Health Care Act of 1992 Outpatient 
Hospital Facilities. 59 Fed. Reg. 180, 47884 {Sept. 19, 1994). 

®Notice Regarding 340B Drug Pricing Program— Contract Pharmacy Services, 75 Fed. 
Reg. 10272 (March 5, 2010). 
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technology, and other services to help develop, implement, and manage 
their 340B pharmacy program, 

The 340B price for a drug— often referred to as the 340B ceiling price — Is 
based on a statutory formula and represents the highest price a drug 
manufacturer may charge covered entities;^ however, the provision 
establishing the 340B pricing formula indicates that manufacturers may 
sell a drug at a price that is lower than the ceiling price.” As such, 
covered entities may negotiate prices below the ceiling price. 
Manufacturers are responsible for calculating the 340B price on a 
quarterly basis. Occasionally the formula results in a negative price for a 
340B drug.’’ In these cases, HRSA has instructed manufacturers to set 
the price for that drug at a penny for that quarter— referred to as HRSA's 
penny pricing policy. 


Key Program Covered entities must follow certain program requirements as a condition 

Eequirements of participating in the 340B program. For example, covered entities are 

prohibited from diverting any drug purchased at a 340B price to an 
individual who does not meet HRSA's current definition of a patient. This 
definition was issued in 1996 and outlines three criteria which generally 
state that diversion occurs when 340B discounted drugs are given to 
individuals who are not receiving health care services from covered 
entities or are only receiving non-covered services, such as inpatient 
hospital services, from covered entities. (See table 1 for more information 
on HRSA’s definition of a 340B patient.) Covered entitles are permitted to 
use drugs purchased at the 340B price for all Individuals who meet the 
definition of a patient, whether or not they are low income, uninsured, or 
underinsured. 


”in general, the 340B price tor a drug is calculated quarterly by subtracting the unit rebate 
amount used in the Medicaid Dnjg Rebate Program from the drug’s average manufacturer 
price. See 42 U.S.C. § 256b (a)(1). Average manufacturer price is the average price paid 
to a manufacturer for dmgs distributed to retail community phannacies. It includes direct 
manufacturer sales to retail community pharmacies, as well as sales by wholesalers. 

42 U.S.C. §§ 25eb(b). 1396r-8(k). 

^42 U.S.C.§ 256b(aX10). 

^^When a drug's average manufacturer price increases more quicidy than ttie rate of 
infiation, the government requires the manufacturer to pay an addiUonai rebate amount. 
This may cause the dreg's unit rebate amount to be greater than the dreg's average 
manufacturer price, w4iich vrauld result in a negative 3406 price. 
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Table 1: HRSA’s Definition of a Patient Eltgibiefor DtecouRted Drugs under the 

340B Program 

Crtteria for patient eligibility* 

1. 

The a)V6red entity has established a reiatic^ship with the individual, such that the 
covered entity rr^intalns reccfrds of die individual's health care. 

2. 

The individual receives health care services tom a health care prefessiona! who is 
eidier employed by the covered entity or provides health care under cxmtracbjal or 
other arrangements (e.g., referral for consultation) sudi tiiat responsibility for the 
care provided remains w^h the covered entity.” 

3. 

The individual receives a health care serwee or range of serwe^ from the covered 
entity which Is consistent with the sef%nce or range of services frsr which grant 
fundirig or FQHC look-alike status has been fMovided.^ 


Souree: GAO analysis of HRSA guidanM. 

Notes: HRSA guidance on the definition of a patient eligible for discounted drugs under the 340B 
program was issued In 1996. See Notice Regarding Section 602 of the Veterans Health Care Act of 
1992 Patient and Entity aigittfity. 61 Fed. Reg. 207, 55156 (Oct. 24, 1996). 

*These criteria do no! to AOAPs; rather, an individuBi wifi be considered a patient of an ^AP if 

enrolled in the ADAP program. 

"An individual Is not considered a patient if the only health care sendee received from tite cov^ed 
entity Is the dispensir>g of a drug or drugs for subsequent seif-administration or admirestration in the 
home setting. 

‘OSH hospitals are exempt from this requirement. 

Covered entities also are prohibited from subjecting manufacturers to 
duplicate discounts whereby dnjgs prescribed to Medicaid patients are 
subject to both the 340B price and a rebate through the Medicaid Drug 
Rebate Program. To avoid duplicate discounts, covered entities can 
either purchase drugs for Medicaid patients outside the 340B program, In 
which case the state Medicaid agency may claim the rebate, or they can 
use drugs purchased at 340B prices, in which case the agency may not 
claim the rebate. Covered entities that decide to use 340B drugs for 
Medicaid patients must notify HRSA so that it can coordinate with state 
Medicaid agencies for billing purposes. Further, certain covered entitles — 
DSH hospitals, children's hospitals, and freestanding cancer hospitals — 
are prohibited from purchasing outpatient drugs through any group 
purchasing organization (GPO).“ However, they may purchase drugs 
through the specified HRSA contractor, the Prime Vendor Program 
(PVP). Rural referral centers, sole community hospitals, and critical 


^^GPOs contract with provtdeia, such as hospitals, and, on behalf of their members, 
aggregate purchasing volume to negotiate discounts on drugs from drug manufacturers or 
distributors. 
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access hospitals participating in the 340B program are allowed to 
purchase outpatient drugs through any GPO. 

Drug manufacturers also must follow certain 340B program requirements. 
Specifically, they must sell outpatient drugs to covered entitles at or below 
the statutorily determined price. In addition, HRSA's nondiscrimination 
guidance prohibits manufacturers from distributing drugs in ways that 
discriminate against covered entities compared to other providers. This 
includes ensuring that drugs are made available to covered entitles 
through the same avenue that they are made available to non-340B 
providers, and not conditioning the sale of drugs to covered entities on 
restrictive conditions, which would have the effect of discouraging 
participation in the 340B program. 


340B Revenue 
Generated by Covered 
Entities Varied, but 
All Entities Reported 
That the Program Was 
Used to Support or 
Expand Access to 
Services 


About half of the covered entities we interviewed reported that they 
generated 340B program revenue that exceeded drug-related costs— the 
costs of purchasing and dispensing a drug— and revenue generation 
depended on several factors. Regardless of the amount of 340B revenue 
generated or the savings realized through 340B discounts, covered 
entities generally reported using the 340B program to support or expand 
access to services. 
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About Half of Covered 
Entities Reported 
Generating 340B Revenue 
That Exceeded Drug- 
Related Costs, and 
Revenue Generated 
Depended on Several 
Factors 


Thirteen of the 29 covered entities we Interviewed reported that they 
generated revenue through the 340B program that exceeded drug-related 
costs.®’ Of the 16 remaining, 10 did not generate enough 340B revenue 
to cover all drug-related costs, and 6 covered entities were unable or did 
not report enough information for us to determine the extent to which they 
generated 340B revenue due, in part, to their inability to track 340B- 
specific financial information. 

In general, 340B revenue — whether exceeding drug related costs or not— 
was generated through reimbursement received for drugs dispensed by 
340B In-house or contract pharmacies, though several factors affected 
the extent to which the covered entities we interviewed generated 
revenue through the program:^ 


• Third-party reimbursement rates: Eighteen of the 29 covered 
entities we interviewed generated 340B revenue by receiving 
reimbursement from third-party payers and tracked revenue by payer 
source. Of the 1 8, most reported that they generated more 340B 
revenue from patients with private insurance and Medicare compared 
to other payers.” However, a few of these covered entities reported 
that their ability to generate 340B revenue from private insurers, 
including Medicare Part D plans, was decreasing because some 
insurers were reducing contracted reimbursement rates for drugs 
based on the entity’s status as a 340B provider. Of the 18 covered 
entities, most of those that used 340B drugs for Medicaid patients 
reported that state-determined Medicaid reimbursement rates for 
these drugs were generally lower, compared to private Insurers and 
Medicare. For example, most reported that Medicaid reimbursement 
for a 340B drug was set at the price paid for the drug— the 340B price 


’’For this report, we define 340B revenue as all monies received by covered entities for 
drugs they purchase at the 340B price, whether or not the revenue rrreets or exceeds the 
costs paid for the drugs. When data provided by covered entities was used to determine 
revenue generation, the most recent year of reported data was used. 

’^Even though 6 coveted entities were unable to report the amount of revenue they 
generated through the program, they were able to report what factors affected overall 
revenue generation. 

’’Medicare reimburses outpatient prescription drugs either through Medicare Part B or 
Part D. Part B covers drugs administered by physicians, such as chemotherapy drugs, 
and payment for those drugs is set by a fee schedule established quarterly by CMS. 

Part D sponsors are typically private insurers that contract with CMS to cover outpatient 
prescription drugs and negotiate reimbursement rates directly widi health care providers. 
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or any lower price — plus a dispensing fee, the latter of which generally 
did not cover the costs of dispensing the drug.* This is typically 
referred to as reimbursement at actual acquisition cost, which reduces 
a covered entity's ability to generate revenue because the state, 
rather than the entity, benefits from any savings from purchasing 
drugs at the 340B price.*' However, a few covered entities generated 
more 340B revenue through Medicaid than others because they had 
contractual agreements with their states to share 340B-related 
savings.* Covered entities in two of the five states included In our 
selection had such agreements. Finally, a majority of the 18 covered 
entities reported that revenue generated from uninsured patients was 
lower than that from all other payers, 

• ADAP status: Factors that affected 340B revenue generation for the 
five ADAPs we interviewed were different than for other entity types, 
because unlike other covered entity types, ADAPs do not receive 
third-party reimbursement for drugs. Rather, ADAPs serve as a “payer 
of last resort" to cover the cost of providing HIV-related medications to 
certain low-income individuals who, for example, are uninsured and 
cannot afford to pay for drugs or who cannot afford their health 
insurance coverage for drugs. ADAPs can choose to cover costs of 
drugs by either paying for the drugs directly or by assisting patients 
with the costs associated with health insurance, including payments 
for premiums and co-payments or deductibles. When ADAPs 
purchase drugs directly, they realize 340B savings on drugs — either at 
the point of purchase or after the fact through manufacturer rebates — 
but do not generate revenue through the program. When ADAPs 
assist with patients’ health insurance by paying for co-payments or 


*A dispensing fee is typicalty a set dollar amount per prescription that covers the 
overhead costs of dispensing a dnjg, such as pharmacy staff time. 

*'state Medicaid agencies may reimburse entities at actuai acquisition cost, because 
when entities decide to use drugs purchased at 340B prices for Medicaid patients, the 
state can no longer ctaim Medicaid rebates for those drugs. 

*®These contractual agreements ate commonly referred to as shared savings agreements. 
Shared savings agreements provide covered entities reimbursement above ardual 
acquisition cost, for exarr^le, by paying a higher dispensing fee to covered entities than 
the fee paid to other providers. According to the HHS Offfoe of inspector Genera!, states 
may be interested in shared savings agreements with covered entities because 340B 
prices can be considerably lower than states’ standard Medicaid reimbursement rates and 
entering into such agreements could encourage entities to use 340B drugs for Medicaid 
patients while still saving money for states. 
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deductibles on a daig, they sometimes generate revenue by collecting 
the rebates representing the full 340B discount on a drug for which 
they may have only paid a portion of the price. Three of the five 
ADAPs we Interviewed reported generating revenue this way. 

• Ability to ieverage resources to access the iowest drug prices: 
Some of the 29 covered entities we interviewed reported leveraging 
resources, such as through their larger parent organizations or the 
PVP, to access drugs at prices below the 340B ceiling price, 
potentially increasing the difference between the price paid for the 
drug and the reimbursement received. In addition, some covered 
entities said they had access to sophisticated information 
technology— for example by contracting with private companies — or 
had more staff to help ensure that they were obtaining the lowest 
priced drugs. 

As more people gain insurance coverage under PPACA, covered entities 
may serve mote patients with private insurance and Medicaid,®* which 
may affect the extent to which they generate 340B revenue. One covered 
entity located in Massachusetts reported that after the state implemented 
universal health care, while they received more revenue from 
reimbursement for low-income patients that gained private insurance, 
these patients often could not afford associated co-payments or 
deductibles, and the entity covered these costs.®* In addition, according to 
one ADAP we Interviewed, as more individuals gain private insurance, the 
ADAP may increasingly choose to pay for health insurance for patients 
rather than paying tor patients’ drugs directly. This may enable it to 
generate revenue through the 340B program if it can claim more rebates 
for drugs for the newly insured patients. According to some covered 
entities, the impact of serving more Medicaid patients may depend on the 
Medicaid reimbursement rate that entities receive. For example, patients 
that gain Medicaid coverage may begin to seek services from covered 
entities, and for those entities that lose money on Medicaid patients, this 
may decrease their ability to generate 340B revenue. Conversely, for 
covered entities that have contractual agreements to share 340B-reiated 


®*PPACA contains provisions to expand private health insurance and Medicaid coverage 
to more Americans. See, e.g.. Pub. L. No. 111-148, §2001, 124Stat. 119,271. 

®*HRSA officials told us that tWs statement is consistent with their belief that low-income 
patients will continue to require assistance with health care costs after gaining insurance. 


Page 16 


GAO-1 1-836 340B Drug Pricing Program 



146 


savings with their states, the increased Medicaid population may Increase 
their ability to generate 340B revenue. 


Covered Entities Reported 
Using the 340B Program to 
Support or Expand Access 
to Services 


Regardless of the amount of revenue generated through the program, all 
of the 29 covered entities we interviewed reported that the 340B program, 
including the up-front savings they realized on the cost of daigs, allowed 
them to support their missions by maintaining services and lowering 
medication costs for patients, which is consistent with the purpose of the 
program. For example, some covered entities reported that they used the 
340B revenue generated by certain patients to offset losses incurred from 
other patients, which helped support the financial stability of the 
organization and allowed them to maintain services. Further, one covered 
entity reported that without 340B revenue or the savings on drugs through 
its participation in the program, it would be unable to offer all the services 
it provides — both pharmaceutical and clinical — and another reported that 
it would have to close its outpatient pharmacy without the program. In 
addition to maintaining services, some covered entities passed 340B 
savings on to patients by providing lower-cost drugs to uninsured 
patients. For example, many covered entities determined the amount that 
a patient is required to pay based on the lower cost of 340B-priced drugs. 


In addition, the 13 covered entitles that generated 340B revenue that 
exceeded drug-related costs were able to use this revenue to serve more 
patients and to provide senrices that they might not have otherwise 
provided. Including additional service locations, patient education 
programs, and case management, which Is also consistent with the 
purpose of program. One covered entity, for example, reported that It 
used the revenue generated through the 340B program to provide 
additional service delivery sites in other parts of the state, which 
eliminated the need for some patients to travel more than 60 miles to 
receive services. A few covered entities reported using 340B revenue to 
support patient and family education programs, such as those where 
pharmacists provide education on drug interactions. Addittonally, one 
covered entity reported using 340B program revenue to fund a case 
management program that did not generate any revenue on its own;'” 
some services provided through this program included arranging 


^^Case management services facilitate access to appropriate health care, and ate not 
typically reimbursed by payers. 


Page 17 


GAO*11-436 340B Drug ^cing Program 




147 


transportation for patients to receive clinical services, coordinating 
necessary specialty care, and providing translation services. 

Even though the uses of revenue generated through the 340B program 
were for similar purposes, some covered entities relied on the program 
more than others. For example, one FQHC reported that 340B revenue 
accounted for approximately 5 percent of its total budget, and was used 
to provide additional services within the organization. However, one 
hemophilia treatment center reported that 340B revenue accounted for 
about 97 percent of its total budget and was used to support all of its 
program operations.® 


Manufacturers’ 
Distribution of Drugs 
at 340B Prices 
Generally Did Not 
Affect Providers’ 
Access to Drugs 
Except in Two 
Situations 


According to stakeholders we interviewed, manufacturers’ distribution of 
drugs at 340B prices generally did not affect providers’ access to drugs. 
For example, 36 of the 61 program stakeholders we interviewed did not 
report any effect on covered entities’ or non'340B providers’ access to 
drugs related to manufacturers’ distribution of drugs at 340B prices. 
These stakeholders represented a wide range of perspectives on the 
3408 program, including those representing manufacturers, covered 
entitles, and non-340B providers. 

The remaining 25 program stakeholders — also representing a wide range 
of perspectives on the 340B program— reported that manufacturers' 
distribution of drugs at 340B prices affected providers’ access to drugs 
primarily in two situations.^^ The two situations were: (1 ) for intravenous 
immune globulin (IVIG), a lifesaving immune deficiency drug, the supply 


^^The organizational strucbjre of hemophilia treatment centers we intervievi^d varied, and 
those that operated stand-alone programs were more dependent on 340B revenue than 
those that were integrated into hospitals. 

'^^hile stakeholders consistently reported two situafions in which manu^cture^' 
distribution of drugs at 340B prices affected providers’ access to these drugs, some, such 
as covered entities, repr^ed other situations that had effects on access, but it was not 
dear that tfie other situations were related to manufecturers’ distribution of drugs at 340B 
prices. 
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of which is inherently limited;" and (2) when there was a significant drop 
in the 340B price of a drug, which may result in increased demand for the 
drug by covered entities. Both situations relate to the restricted 
distribution of drugs, which may occur during shortages or when 
shortages are anticipated. 

Stakeholders reported that manufacturers' restricted distribution of iVIG at 
340B prices resulted in 340B hospitals having to purchase some IViG at 
higher, non-340B prices In order to meet their demand for the drug/® 
Manufacturers restrict the distribution of IVIG on an ongoing basis, 
because it is susceptible to shortages. Stakeholders, including five of the 
seven DSH hospitals we interviewed, reported that because of the 
restricted distribution of IVIG at 340B prices, 340B hospitals often must 
purchase some IVIG at higher, non-340B prices to meet their patients’ 
needs. For example, DSH hospitals reported that when they were unable 
to access MG at 340B prices, additional IVIG was available for purchase 
at higher, non-340B prices directly from manufacturers, from specialty 
pharmacies,^ or from GPOs.^^ Moreover, one DSH hospital reported that 
it had to purchase about one-third of the IVIG it needed at non-340B 


"IVIG is primarily used to treat patients with immune deficiency diseases, a group of 
disorders in whi^ the immune system fails to produce enough antibodies, thereby 
predisposing individuals to increased risk of infection. Factors Inherent to the development 
and distribution of IVIG limit Its supply making it susceptible to shortages, including ttiat 
IViG Is made from human plasma, which is an inherently scarce resource, and that IVIG 
takes between seven and 12 months to manufacture. Additionally, only a tow 
manufacturers develop and distribute these drugs in the United States. 

^*Hospitals are the primary purchaser of IViG in the United States. 

^^Specialty r^armacies handle and distribute drugs that, among other things, have a high 
acquisition cost and require special handling practices. 

^^In general, 340B hospitals are prohibited from purchasing outpatient drugs frirough 
GPOs. While no DSH hosf^l we i^ter^riewed reported purcrfiasing IViG through GPOs, 
GPOs we interviewed bM us that 340B hospitals have purchased IVIG torough this 
avenue when they are unable to access it at the 340B price. During a Decerrtoer 2005 
congressional heari^ on the 340B program, an wganization representing 340B hospitals 
argued that in situations when hospitals are unable to purchase IVIG at 3408 prices, toey 
are faced with either violating federal law by purchasing IVIG through GPOs, buying IVIG 
at cost-prohibitive retail prices, or denying their patients access to these drugs. See 
‘Oversight and Administration of the SWB Drug Discount Program: Improving Efficiency 
and Transparency," Hearing before the Subcommittee on Oversight and investigations, 
Committee on Energy and Commerce, U.S. House of R^resentotives, Decider 15, 
2005. Whiie 340B hosf^ls can receive frie benefits of group purchasing through the PVP, 
the PVP does not have any contracts for IVIG. 
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prices— paying about $20,000 to $25,000 more per month than what it 
wouid have paid if it couid have purchased it at 340B prices. 

Aithough manufacturers’ distribution of IVIG at 340B prices may not meet 
340B hospitals’ demand, some stakeholders, such as drug 
manufacturers, reported that changes in the amount of IVIG allocated for 
sale at 340B prices could negatively affect non-340B providers’ access to 
these drugs. For example, one IVIG manufacturer reported that it 
restricted Its distribution of IVIG by allocating its supply based on the 
amount of the drug purchased by providers in 2004 — allocating 95 
percent of its projected monthly sales to non-340B providers and the 
remaining 5 percent to covered entities at the 340B price.® This 
manufacturer stated that its distribution was fair, and that changing 
distribution plans to increase the amount of IVIG drugs available at 340B 
prices could negatively affect non-340B providers’ access to the drugs. 
However, HRSA officials told us that the allocation of IVIG In this way is 
not sufficient or fair. Nearly a third of the nation’s hospitals currently 
participate In the 340B program, and one large GPO we interviewed 
reported that 340B hospitals tended to be the bigger hospitals in the 
company’s membership base.® Thus, If other manufacturers similarly 
restrict the distribution of IVIG at 340B prices, it is unlikely that covered 
entities’ demands will be met at the 340B price.*” 

Stakeholders reported that manufacturers’ distribution of drugs at 340B 
prices also affected providers’ access to drugs when the 340B prices 
dropped significantly. In certain cases, when the 340B price of a drug 
dropped, some covered entities stockpiled the drug, which resulted in 
shortages in the supply for other providers, including other covered 
entities. For example, two covered entities we interviewed reported 
challenges accessing drugs when their 340B prices dropped, because 
other entities purchased large amounts of these drugs, in other cases 


^*This manufacturer reported that it based its aliocation of IVIG on 2004 purchasing 
patterns, because this was the iast period before demand exceeded supply for the product 
and an allocation system became necessary. While data on the number of hospitals 
participating in the 340B program in 2004 are not available, the number of 3408 hospitals 
has grown from 591 in 2005 to 1,673 in 2011. 

*®While certain 340B hospitals are prohibited from purchasing outpatient drugs through 
GPOs, ail 3406 hospitals can purchase inpatient drugs through GPOs. 

*”The Department of Justice is examining the iVlG market in the United States, in part, 
due to concerns about the distribution of these drugs at 340B prices. 
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when the 340B prices dropped, manufacturers restricted the distribution 
of those drugs at 340B prices to ensure that ali providers had equitable 
access. For example, one manufacturer reported that after the price of an 
oral contraceptive dropped to a penny as a result of HRSA’s penny 
pricing policy, it received an order from a covered entity that exceeded 
the manufacturer's current national supply by 50 percent. In response, 
this manufacturer consulted with HRSA to ensure compliance with the 
agency's nondiscrimination guidance and restricted the distribution of 
drugs at 340B prices by allocating its supply based on the projected 
demand In the market and providers' past purchasing patterns. 


HRSA’s Oversight of 
the 340B Program Is 
Inadequate 


HRSA's oversight of the 340B program is inadequate because it primarily 
relies on participants' self-policing to ensure compliance. Changes in the 
settings where the program is used may heighten concerns about the 
inadequacy of HRSA's oversight, and HRSA's plans for improving 
oversight are uncertain. 


HRSA’s Oversight Is 
Inadequate to Ensure 
Participants’ Compliance 
■with 340B Program 
Requirements 


HRSA's oversight of the 340B program is inadequate because it primarily 
relies on covered entities' and manufacturers' self-policing— that is, 
participants ensuring their own compliance with program requirements. 
Upon enrollment, HRSA requires both covered entities and manufacturers 
to certify that they will comply with applicable 340B program requirements 
and any accompanying agency guidance. As part of this certification, 
agency officials told us that they expect participants to develop the 
procedures necessary to ensure compliance, maintain auditable records 
that demonstrate compliance, and inform HRSA if violations occur. For 
example, covered entities must develop adequate safeguards to prevent 
drugs purchased at 340B prices from being diverted to non-eligible 
patients, such as inventory tracking systems that separately purchase 
and dispense 340B drugs, and manufacturers must ensure that they 
properly calculate the 340B price of their drugs. In both oases, program 
participants must keep auditable records that can show that they have 
complied with program requirements and produce that documentation if 
requested by HRSA. 


HRSA officials told us that covered entities and manufacturers can also 
monitor each other's compliance with program requirements, but in 
practice, participants may face limitations to doing so. For example, two 
covered entities we interviewed reported that it is difficult to determine 
whether they have been charged correctly for drugs because 
manufacturers' calculations of 340B prices are not transparent— namely. 
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there is no centralized list of 340B prices.^^ An organization representing 
covered entities also told us that Its members had reported this difficuity. 
Simiiarly, three drug manufacturers we interviewed reported that, 
although they sometimes have suspected covered entities of diverting 
340B dnjgs, it Is difflcuit to prove diversion took place. An organization 
representing some manufacturers explained that, although manufacturers 
have the authority to audit covered entities, they have oniy conducted 
them in egregious circumstances, because agency requirements for 
these audits — such as a requirement to hire an independent third party to 
conduct the audits— are costly and administratively burdensome. 

HRSA's guidance on key program requirements oten lacks the 
necessary level of specificity to provide clear direction, making it difficult 
for participants to self-police or monitor others' compliance and raising 
concerns that the guidance may be interpreted in ways that are 
inconsistent with its intent.® For example, HRSA's current guidance on 
the definition of a 340B patient is sometimes not specific enough to define 
the situations under which an individual is considered a patient of a 
covered entity for the purposes of 340B and thus, covered entities could 
interpret it either too broadly or too narrowly. Stakeholders we 
interviewed, including those representing covered entities and drug 
manufacturers, raised concerns that the guidance will be interpreted too 
broadly leading to cases of unintended diversion — that is, using 340B 
drugs for individuals who HRSA did not intend as eligible patients, but 
who may not be clearly prohibited in the guidance. However, one of these 
stakeholders representing covered entities also noted that, in order to 
ensure compliance, some entities may adhere to a narrow interpretation 
of the guidance and thus, limit the benefit of the program for their 
organization. The agency itself has recognized the need to further specify 
the definition of a 340B patient to ensure that it is interpreted correctly. 


®’Prior to PPACA covered entities did not have access to 340B pricing data in order to 
monitor manufacturers because the Social Security Act prohibited the disclosure of the 
data by HRSA and state Medicaid agencies. 42 U.S.C. § 1396r.8(b)(3)(D), PPACA added 
a provision to Section 340B requiring that covered entities be aliovred access to 340B 
pricing data. Pub. L. No. 111-148, § 7102(a), 124 Stat, 119, 824 {adding 42 U.S.C. 
§256b(d)(ip)). 

®ln May 2011, HRSA published its first proposed regulation on the 340B program. 
Exclusion of Orphan Drugs for Certain Covered Entities Under the 340B Program, 76 Fed. 
Reg, 29, 183 (proposed May 20, 2011), Until this point the agency had provided program 
guidance through notices published In the Federal Register, which were typically finalized 
after a notice and comment period, as well as more informal guidance on its web site. 
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For example, HRSA officials told us that the definition currently includes 
individuals receiving health care services from providers affiliated with 
covered entities through “other arrangements,” as long as the 
responsibility for care provided remains with the entity. However, HRSA 
does not define “other arrangements," and officials told us that what is 
meant by responsibility for care also needs to be clarified. As a result of 
the lack of specificity in the guidance, the agency has become concerned 
that some covered entities may be broadiy interpreting the definition to 
include individuals such as those seen by providers who are oniy loosely 
affiliated with a covered entity and thus, for whom the entity Is serving an 
administrative function and does not actually have the responsibility for 
care. 

In addition, HRSA has not issued guidance specifying the criteria under 
which hospitals that are not publicly owned or operated can qualify for the 
340B program.®^ Rather, the agency bases eligibility for these hospitals 
on the application of broad statutory requirements that they are either 
formally delegated governmental powers by a unit of a state or local 
government or have a contract with a state or local government to provide 
services to low-income individuals who are not eligible for Medicaid or 
Medicare. HRSA has stated that the determination of whether hospitals 
meet the first requirement Is evaluated by the agency on a case-by-case 
basis. For the second requirement, HRSA requires a state or local 
government official and a hospital executive to certify that a contract 
exists to meet the requirement, but does not require hospitals to submit 
their contracts for review or outline any criteria that must be Included in 
the contracts, including the amount of care a hospital must provide to 
these low-income individuals.” Therefore, hospitals with contracts that 
provide a small amount of care to low-income Individuals not eligible for 
Medicaid or Medicare could claim 340B discounts, which may not be what 
the agency intended. 


use the term hospitals that are not publicly owned or operated to refer to public and 
private, nonprofit corporations as well as private, nonprofit hospitals that may be eligible 
for the 340B program. The term does not include private, for-profit hospitals as these 
hospitals are not eligible tor the 340B program. 

”HRSA officials told us that itontracts are selectively revievred if further clarification is 
necessary. 
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Moreover, HRSA’s nondiscrimination guidance is not specific in the 
practices that manufacturers should follow to ensure that drugs are 
equitably distributed to covered entities and non-340B providers when 
distribution is restricted. Some stakeholders we interviewed, such as 
covered entities, have raised concerns about the way IVIG manufacturers 
have interpreted and complied with the guidance in these cases, because 
covered entities have sometimes had to purchase IVIG at higher, non- 
340B prices. Additionally, given current guidance, one stakeholder 
reported that manufacturers can offer a certain amount of drugs at 340B 
prices, and while the distribution may not be equitable, still contend that 
they are complying with the guidance. Although PPACA included a 
provision prohibiting manufacturers from discriminating against covered 
entities in the sale of 340B drugs, officials told us they do not have plans 
to provide any additional specificity to the nondiscrimination guidance. 

Finally, in the case of HRSA’s penny pricing policy, agency officials told 
us that It is well understood by 340B stakeholders and manufacturers we 
interviewed were generally aware of the policy. However, the agency has 
never formalized guidance in writing and there have been documented 
cases of manufacturers charging covered entities more than a penny for 
drugs when the policy should have been in effect.® 

Beyond relying on participants' self-policing, HRSA engages in few 
activities to oversee the 340B program and ensure Its integrity, which 
agency officials said was primarily due to funding constraints. For 
example, HRSA officials told us that the agency verifies eligibility for the 
340B program at enrollment, but does not periodically recertify eligibility 


®ln a 200S report, the HHS Office of Inspector General found that manufacturers did not 
always follow HRSA’s penny pricing policy. Both in this report and in a 2005 report, the 
Office of inspector General recommended that HRSA formalize its penny pricing policy in 
writing. See HHS Office of inspector General. Review of 340B Prices, OEt-05-02 -00073 
(Washington. D.C.: 2006); and HHS Office of inspector General, Deficiencies in the 
Oversight of the 340B Drug Pricing Program, OEI-05-02-00072 (Washington, D.C.: 2005). 
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for all covered entity types.^ As a result, there is the potential for 
ineligible entities to remain enrolled In the program. In addition, HRSA 
officials told us that they do not require a review of the procedures 
participants put in place to ensure compiiance, and, although the agency 
has the authority to conduct audits of program participants to determine 
whether violations have occurred, it has never done so.®^ For example, 
officials said that they do not verify whether covered entities have 
systems in place to prevent diversion. Also, while HRSA encourages 
manufacturers to work with the agency to develop processes for 
restricting the disthbutlon of drugs that are equitable to covered entitles 
and non-340B providers, the agency only reviews manufacturers' plans to 
restrict access to drugs at 340B prices if a manufacturer contacts HRSA 
or concerns with a plan are brought to the agency’s attention. Similarly, 
although HRSA calculates 340B prices separately from manufacturers, 
officials told us that, at this time, the agency does not use these 
calculations to verify the price that manufacturers charge covered entities, 
unless an entity reports a specific pricing concern,®® 

HRSA's oversight activities are further limited because the agency lacks 
effective mechanisms to resolve suspected violations and enforce 
program requirements when situations of non-compliance occur. If 
covered entities and manufacturers are not able to resolve conflicts on 
their own, HRSA has had an informal dispute resolution process in place 
since 1996 through which program participants can request that HRSA 


®®HRSA currently recertifres eligibility for sexually transmitted diseases, tuberculosis, and 
Ryan White grantees, consistent vstih requirements under the PHSA. in addition, HRSA 
verifies the grantee status of FQHCs as well as hospitals’ DSH percentages on a quarterly 
basis. As resources allowed, HRSA has also periodically recertified 3406 eligibility fisr 
other entity types. For example, HRSA recertified eligibility for femify planning clinics In 
2010. PPACA added a prowsion requiring HRSA to conduct annual recertification of 
eligibility for alt covered entity types. HRSA officials told us that the Office of Pharmacy 
Af^irs' fiscal year 201 1 budget allowed for the planning of a phased appix^c^ to 
recertification of all entity types, which is scheduled to begin in the ^11 of 201 1 . As of 
August 201 1 , officials were not able to tell us which entity types would be phased in first. 

®^HRSA officiate tofd us that while they do not conduct audits, if a potential violation of 
program requirements is bnxjght to their attention, they vwii refer ttie matter to tire HHS 
Office of Inspector General. Officials said that they have made two such referrals in the 
past year related to the diversion of 340B drugs. 

®®HRSA previously operated a voluntary pilot program with manufecturers to improve the 
Integrity of 3408 (xlcing calculations. Twelve manufechirers partidpated in the program, 
y\^ich was discontinued in March 2008 due to concerns regarding tiie confidentiality of 
drug pricing data and a lack of funding to run the program. 


GAO-11^36 340B Drug Pricing Program 




155 


review evidence of a suspected violation and the agency then decides 
whether to initiate the process. However, despite reports by program 
participants about suspected violations they were unable to resolve on 
their own, HRSA officials told us that they have only initiated the dispute 
resolution process twice since its Inception. Additionally, HRSA has not 
issued regulatbns implementing monetary penalties for non-compliance 
established by PPACA, and HRSA has rarely utilized the sanctions that 
existed prior to PPACA. For example, participants found to be in violation 
of 340B program requirements face termination from the program. Yet 
according to HRSA officials, since the program’s inception, only two 
covered entities have been terminated from the program due to findings 
of program violations and no manufacturer has ever been terminated for 
this reason.^ Covered entities also are expected to pay back 
manufacturers for discounts received while out of compliance, and 
manufacturers are expected to pay back covered entities for overcharges. 
However, HRSA has not enforced these expectations and officials were 
unable to tell us the extent to which repayments have occurred. 

Because of HRSA’s reliance on self-policing to oversee the 340B 
program as well as its nonspecific guidance, the agency cannot provide 
reasonable assurance that covered entities and drug manufacturers are 
in compliance with program requirements and is not able to adequately 
assess program risk. As a result, covered entities may be inappropriately 


^^For example, a covered entity we interviewed said that it suspected certain drug 
manufacturers of implementing strategies to avoid offering drugs at correct 340B prices, 
but because of the lack of transparency In how 340B prices are calculated, could not 
determine this on its own. According to the entity, when it contacted HRSA about ^ese 
strategies, agency officjais said that they did not have the resources to help. Hovrav^, 
HRSA officials told us that they were unaware of any instances where the agency has not 
helped a covered entity under these circumstances. Ofhcials tom one manu^durer 
reported that it provided HRSA with evidence that a covered entity had engaged in 
multiple instances of diversion, and after attempting to resolve the instances with the entity 
on its own, requested a hearing through the dispute resolution proce^ In January of 2010. 
HRSA officials tdd us that the agency dismissed the manutecturer's request to initiate tiie 
process, because ti>e covered entity disputed the manufachirer's claim that it had 
attempted to resdve the Issue on its own. and that the agency is currently considering tiie 
manufacturer’s appeal of this dismissal. 

®°ln a 2005 report on the 340B program, the HHS Office of Inspector General noted tiiat 
terminating a manufacturer from the 340B program also means tiiat the manutecterer 
would be terminated tom the Medicaid program, making it a difficult sanction to put into 
practice, given the effects on access to medications for Medicaid beneficiaries. See HHS 
Office of Inspector General, Deficiencies in the Over^ht of the 340B Drug Pricing 
Program, OEI-05-02-00072 (Washington, D.C.: 2005). 
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claiming 340B discounts from drug manufacturers or qualifying for the 
program when they should not be, potentially increasing the likelihood 
that manufacturers will offset providing lower prices to covered entities 
with higher prices for others in the health care system. Additionally, 
manufacturers may be charging covered entities more than the 340B 
price for drugs, which would limit the benefit of the program for these 
entities. 


Changes in the Settings 
Where the 340B Program 
Is Used May Heighten 
Concerns about HRSA’s 
Inadequate Oversight 


Over time, the settings where the 340B program is used have shifted to 
more contract pharmacies and hospitals than In the past. According to 
HRSA officials, the number of covered entities using contract pharmacies 
has grown rapidly since its new multiple contract pharmacy guidance was 
Issued in March 201 0 — as of July 201 1 , there were over 7,000 contract 
pharmacy arrangements in the program,®’ Hospitals’ participation in the 
340B program has also grown markedly in recent years. In 201 1 , the 
number of hospitals participating in the program was nearly three times 
what It was in 2006, and the number of these organizations, including 
their affiliated sites, was close to four times what It was in 2005 (see 
fig. 2).®^ Further, although participation in the 340B program has 
increased among other covered entity types over time, hospitals' 
participation in the 340B program has grown faster than that of federal 
grantees. In 2005, hospitals represented 10 percent of program 
participants, and as of July 201 1 , they represented 27 percent. 


®’hRSA was unable to provide the precise rate of growth of contract pharmacies within 
the 340B program due to data limitations. Specifically, HRSA currently only tracks contract 
pharmacy arrangements and is working to develop the ability to capture individual contract 
pharmacies. Data on the number of contract pharmacy arrangements are the most recent 
available from HRSA’s covered entity database. 

®®One reason for hospital growth could be that more hospitals may have become eligible 
as a result of state-level Medicaid expansions in recent years. The number of Medicaid 
patients served by a hospital affects its DSH adjustment percentage, which helps 
determine hospital eligibility for the 340B program. 
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Hospi^ls 


Hospitals and 
affiliated sites 


^■^Some ojvered entities have in-house pharmacies that aiso serve as retaii pharmacies 
for the broader community. However, among tlie covered entities we inteiviewed, we 
found that this was not often the case. 


Figure 2: 3405 Program Parficipatlon among Hospitals and Their Affiliated Sites, 
2005 and 2011 


So«R,-8: GAO anrtysis of HRSAdala. 

Note: 2005 was the earliest year data were reliable for hospitals without their affiliated sites, 


Increased use of the 340B program by contract pharmacies and hospitals 
may result in a greater risk of drug diversion, further heightening concerns 
about HRSA's reliance on participants' self-policing to oversee the 
progrann. Operating the 340B program in contract pharmacies creates 
more opportunities for drug diversion compared to in-house pharmacies. 
For example, contract pharmacies are more likely to serve both patients 
of covered entities and others in the community; in these cases more 
sophisticated inventory tracking systems must be in place to ensure that 
3408 drugs are not diverted — intentionally or unintentionally— to non- 
340B patients. “ 
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Also, for a number of reasons, operating the 3406 program in the hospital 
environment creates more opportunities for drug diversion compared to 
other covered entity types. First, hospitals operate 3406 pharmacies in 
settings where both inpatient and outpatient drugs are dispensed and 
must ensure that inpatients do not get 3408 drugs. Second, hospitals 
tend to have more complex contracting arrangements and organizational 
structures than other entity types — 3406 drugs can be dispensed in 
multiple locations, including emergency rooms, on-site clinics, and off-site 
clinics. In light of this and given HRSA’s nonspecific guidance on the 
definition of a 3406 patient, broad interpretations of the guidance may be 
more likely in the hospital setting and diversion harder to detect. Third, 
hospitals dispense a comparatively larger volume of drugs than other 
entity types — while representing 27 percent of participating covered 
entities, according to HRSA, DSH hospitals alone represent about 
75 percent of ail 3406 drug purchases. 

The increasing number of hospitals participating in the 3406 program has 
raised other concerns for some stakeholders we interviewed, such as 
drug manufacturers, including whether all of these hospitals ara in need 
of a discount drug program. Nearly a third of all hospitals in the U.S. 
currently participate in the 3406 program, and HRSA estimates that more 
may be eligible.^ The number of hospitals eligible to participate may 
increase due to PPACA’s Medicaid expansion, because the number of 
Medicaid patients served by a hospital affects its DSH adjustment 
percentage — one factor that determines hospital eligibility. Further, one 
organization we interviewed questioned whether the DSH adjustment 
percentage is the best measure to determine hospitals’ eligibility for the 
3406 program, because of research indicating that it may not be an 
adequate proxy for the amount of uncompensated care a hospital 
provides. “ The DSH hospitals we interviewed reported a wide range of 
payer mixes — ^with the percentage of Medicaid and uninsured patients 
ranging from about 1 5 percent of total patient volume for one hospital to 
about 85 percent for another. However, payer mix may not be the only 
factor to consider when identifying hospitals that provide care to the 


^According to HRSA, over 400 additional DSH hospiteils may be eligible for the 340B 
program based on their DSH adjustment percentage. This estimate do^ not include the 
additional hospital types made eligible for the program thrtwgh PPACA. 

®®See MedPAC, Report to the Congress: Medicare Payment Policy (Washington, D.C.: 
2007), PP.7S-79. 
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medically underserved and are part of the health care safety net. There Is 
no established definition of a safety net hospital, and some researchers 
have argued that it should include factors other than payer mix, for 
example the disproportionate provision of critical services, that are either 
too expensive or unprofitable for other hospitals to provide, such as 
emergency room or trauma care.® 


HRSA’s Plans to Improve 
Oversight of the 340B 
Program Are Uncertain 
and May Not Address All 
Areas of Concern 


While PPACA's 340B program integrity provisions address many of the 
deficiencies in HRSA's current approach to oversight, the agency has 
taken few steps to implement these provisions. PPACA requires HRSA to 
Increase oversight of both covered entitles and manufacturers, and 
outlines specific steps for HRSA to take in accomplishing this goal. (See 
table 2 for the 340B program integrity provisions Included in PPACA.) 
However, according to officials, the agency does not have adequate 
funding to implement the integrity provisions. Officials also noted that 
once funding is secured, it could take several years to develop the 
systems and regulatory structure necessary to implement them. 


®See for example, Barbara Wynn, et. at., "Analysis of the Joint Distribution of 
Disproportionate Share Hospitai Payments," PM-ISSl-ASPE (Washington, D.C.: 2002); 
and Megan McHugh, Rayi^d Kang, and Romans Hasnain-Wynia, “Understanding the 
Safety Net: inpatient Quality of Care Vanes Based on How One Defines Safety-Net 
Hospitais," Med Care Research and Review, pubiished online April 27, 2009. 
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Tabie 2 : Key 340B Program integrity Provisions Included In PPACA 


Prt^rtun 

participant 

Requirements for HRSA 

Required 
start date 

implementation 
status as of 
August 2011 

Coverod entities 

Conduct annual recertification of eligibility for aii covered entity t)^es. 

Not specified® 

Developing 

inpiementation 

plan^ 


Develop more detailed guidance on the procedures covered entities 
can follow to avoid the Medicaid duplicate discount. 

Not specified® 

Not started 


Establish a standard identification system for all covered entities by 
\Atoich each covered entity site can be identified for the purposes of 
ordering, purchasing, and delivery of 340B drugs. 

Not specified® 

Not started 


impose certain sanctions on covered entities that knowingly and 
intentionally divert 340B drugs, by one or more of the following; 

• requiting a covered entity to pay manufocturers interest on the 
discounts they received for those drugs; 

• if the violation was also systematic and egregious, terminating the 
covered entity from the program and prohibiting re-enrollment fOr 
a period of time; and 

• referral to federal authorities. 

Not specified® 

Not started 

Manufacturers 

Improve mechanisms to ensure manufacturers charge the correct 

3406 prices on drugs, including; 

• making a centralized list of HRSA-veiified 340B prices available to 
covered entities, 

• conducting selective audits of manufacdurere, and 

• establishing procedures by which manufacturere repay covered 
entities for overcharges. 

Not spei^ied® 

Not started 


Impose civil monetary penalties on manufacturers that knowingly and 

Must i^ue 

issued advanced 


intentionally charge covered entHies more than fee 3406 price. 

regulations 

180 days after 
enactment 

notice of 
proposed 
rulemaking 

Both 

Develop a formal dispute resolution process, including; 

Must issue 

Issued advanced 


• establishing prcx^edures for covered entities to obtain information 

regulatbns 

notice of 


from manufacturers.® and 

160 days after 

proposed 


• requiring manufactures to audit covered entities prior to submitting 
a request to initiate the dispute resolution process. 

enactment 

rulemaking 


Soum: GAO analysis or Pub. L. No. 111-146, § 7102. 124 Slat. 119, S23 and inisrvisws with HRSA officials. 


‘PPACA provides that ttiese adivities are to be conducted from amounts appropiiated under a new 
authorization of sF^iropriations. As of August 201 1 , no such appropriations have occuned. 

“HRSA officials told us that the Office of Pharmacy Afeirs' fiscal year 2011 budget allowed for the 
planning of a phased anaroadi to recertification of all en% t^es, which is ^heduled to begin in the 
fall of 201 1 . As of August 201 1 , offidals were not aUe to tell us which entity tvpes would be phased in 
first. 

‘Prior to PPACA. covered entities did not have access to 340B pricing data in order to monitor 
manufacturers because the Sodal Security Act prohibited disclosure of toe data by HRSA and 
state Medicaid agencies. 42 U.S.C. § 1396f-8(b)(3KD). PPACA added a pro\ision to Section 340B 
requiring that covered entities be allowed access to 3408 pricing data. Pub. L. No. 1 1 1-148, 

§ 7102(a). 124 stal 1 19. 824 (adding 42 U.S.C. § 256b{dK1)(lii)). 
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Independent of the provisions in PPACA, HRSA also has recently 
developed guidance to further specify the definition of a 340B patient. 
While the Office of Management and Budget completed Its review of this 
definition in April 201 1 , as of August 201 1 , HRSA had not yet released it 
for stakeholder comment. In 2007, HRSA also proposed updating this 
guidance, but It was never finalized. 

Even if HRSA implements PPACA's provisions and updates its definition 
of a patient, these steps may not be sufficient to address all areas of 
concern. For example, PPACA specifically requires HRSA to conduct 
selective audits of manufacturers, but it did not establish the same 
requirement for audits of covered entities. As such, the effectiveness of 
HRSA’s oversight of covered entities will, in part, be dependent on what 
additional steps the agency takes to ensure program integrity. Similariy, if 
In implementing PPACA's provision prohibiting manufacturers from 
discriminating against covered entities in the sale of 340B drugs, HRSA 
does not add specificity to the existing nondiscrimination guidance, it may 
be inadequate to ensure that all providers are able to equitably access 
drugs, particularly when manufacturers restrict the distribution of drugs at 
340B prices. Also, as part of its 2007 proposed guidance on the definition 
of a patient, HRSA requested stakeholder comment on the elements that 
should be required in private, nonprofit hospitals' contracts with state or 
local governments as well as the different situations In which hospitals 
that are not publicly owned or operated should be formally granted 
government powers. However. HRSA officials told us that they have not 
issued additional guidance on these issues, and that they are not 
addressed in the clarifying guidance on the definition of a patient currently 
awaiting agency approval. 


Conclusions program allows certain providers within the U.S. health care 

safety net to stretch federal resources to reach more eligible patients and 
provide more comprehensive services, and we found that the covered 
entities we interviewed reported using it for these purposes. However, 
HRSA's current approach to oversight does not ensure 340B program 
integrity, and raises concerns that may be exacerbated by changes within 
the program. According to HRSA, the agency largely relies on 


®^Notice Regarding Section 602 of ttie Veterans Health Care Act of 1 992 Definition of a 
•Patient,' 72 Fed. Reg. 1543 (Jan. 12, 2007). 
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participants' self-poiicing to ensure oompiiance with program 
requirements, and has never conducted an audit of covered entities or 
drug manufacturers. As a resuit, HRSA may not know when participants 
are engaging in practices that are not in compiiance. Furthermore, we 
found that HRSA has not aiways provided covered entities and drug 
manufacturers with guidance that inciudes the necessary specificity on 
how to comply with program requirements. There also is evidence to 
suggest that participants may be interpreting guidance in ways that are 
inconsistent with the agency's intent. Finally, participants have little 
incentive to comply with program requirements, because few have faced 
sanctions for non-compliance. With the program's expansion, program 
integrity issues may take on even greater significance unless effective 
mechanisms to monitor and address program violations, as well as more 
specific guidance are put in place. For covered entities, this may be 
particularly true in settings where there is heightened concern about the 
opportunities for the diversion of 340B drags. 

PPACA outlined a number of provisions that, if implemented, will help 
improve many of the 340B program integrity issues we identifled. For 
example, PPACA requires HRSA to recertify eligibility for all covered 
entity types on an annual basis, which would help ensure entities that 
lose eligibility for the program do not remain enrolled. Additionally, 

PPACA requires HRSA to develop a formal dispute resolution process, 
including procedures for covered entities to obtain Information from 
manufacturers, and maintain a centralized list of 340B prices — provisions 
that would help ensure covered entities and manufacturers are better able 
to identify and resolve suspected violations. PPACA also requires HRSA 
to institute monetary penalties for covered entities and manufacturers, 
which gives program participants more incentive to comply with program 
requirements. Finally, PPACA requires HRSA to conduct more direct 
oversight of manufacturers, including conducting selective audits to 
ensure that they are charging covered entities the correct 340B price. 

However, we identified other program integrity issues that HRSA should 
also address. For example, the law does not require HRSA to audit 
covered entities or further specify the agency's definition of a 340B 
patient. While HRSA has developed new proposed guidance on this 
definition. It is uncertain when, or if, the guidance will be finalized. 

Because the discounts on 340B drags can be substantial, it is Important 
for HRSA to ensure that covered entities only purchase them for eligible 
patients both by issuing more specific guidance and by conducting audits 
of covered entities to prevent diversion. Additionally, while PPACA 
included a provision prohibiting manufacturers from discriminating against 
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covered entities in the sale of 340B drugs, HRSA does not plan to make 
any changes to or further specify its related nondiscrimination guidance. 
Absent additional oversight by the agency, including more specific 
guidance, access challenges covered entitles have faced when 
manufacturers' have restricted distribution of IVIG at 340B prices may 
continue and similar challenges could arise for other drugs in the future. 

Also, current HRSA guidance may allow some entities to be eligible for 
the program that should not be. Hospitals qualify for the 340B program In 
part based on their DSH adjustment percentage. Even though the PHSA 
establishes additional eligibility requirements for hospitals that are not 
publicly owned or operated, these requirements are broad, and HRSA 
has not issued more specific guidance to Implement them. We found that 
nearly a third of all hospitals in the U.S. are participating in the 340B 
program, more are currently eligible and not participating, and more may 
become eligible as Medicaid is expanded through PPACA. As the number 
of covered entities enrolled in the 340B program increases and more 
drugs are purchased at 340B prices, there is the potential for unintended 
consequences, such as cost-shifting to other parts of the health care 
system. As such, it is important that HRSA take additional action to 
ensure that eligibility for the 340B program is appropriately targeted. 

While HRSA officials reported that the agency does not have the 
resources to implement the PPACA provisions or otherwise increase 
oversight of the 340B program, limited resources could be prioritized to 
address areas of greatest risk to the program. 


Recommendations for contained several important program integrity provisions for the 

• A • program, and additional steps can also ensure appropriate use of 

tiXeCUtive Action the program. Therefore, we recommend that the Secretary of HHS 

instruct the administrator of HRSA to take the following four actions to 
strengthen oversight: 

• conduct selective audits of 340B covered entities to deter potential 
diversion; 

• finalize new, more specific guidance on the definition of a 340B 
patient: 

• further specify its 340B nondiscrimination guidance for cases in which 
distribution of drugs is restricted and require reviews of 
manufacturers’ plans to restrict distribution of drugs at 340B prices; 
and 
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issue guidance to further specify the criteria that hospitals that are not 
publicly owned or operated must meet to be eligible for the 340B 
program. 


Agency Comments 
and Our Evaluation 


In commenting on a draft of this report, HHS stated that it agreed with our 
recommendations. HHS also had additional comments on several content 
areas of the report, and we made changes as appropriate to address 
these comments. (HHS’ comments are reprinted in appendix III.) Finally, 
HHS provided technical comments, which we incorporated as 
appropriate. 

HHS stated that HRSA would continue to work on 3408 program integrity 
efforts and prioritize these efforts based on available funding. HHS also 
outlined steps that HRSA plans to take in response to each of our 
recommendations. While we appreciate HHS' commitment to improving 
oversight of the 3408 program, we are concerned that the steps are not 
sufficient to ensure adequate oversight. 

With regard to our first recommendation that HRSA conduct selective 
audits of covered entities to deter potential diversion, HHS stated that 
HRSA will continue working with manufacturers to identify and address 
potential diversion and implement a plan to better educate covered 
entitles about diversion. However, HHS did not state that HRSA will 
conduct its own audits of covered entities and we reiterate the importance 
of the agency doing so as part of its ongoing oversight respohsibllities. 

With regard to our second recommendation that HRSA finalize new, more 
specific guidance on the definition of a 3408 patient, HHS stated that 
HRSA will review the draft of proposed guidance to update the definition 
and revise this guidance in light of changes in PPACA. While we agree 
that it may be important for HRSA to consider the impact of PPACA on 
the definition, given that PPACA became law more than a year ago, and 
the potential for broad interpretations of current guidance, we encourage 
HRSA to complete its review in a timely fashion. 

With regard to our third recommendation, that HRSA further specify Its 
non-discrimination guidance for cases in which distribution of drugs is 
restricted and require reviews of manufacturers' plans to restrict 
distribution of drugs at 3408 prices, HHS stated that HRSA will: 
implement a plan to specify existing policy regarding 3408 non- 
discrimination and drug distribution; provide clearer guidance to 
manufacturers for working with HRSA and develop specific allocation 
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plans where needed; and continue to work with the Department of Justice 
when fair, voluntary allocation plans are not developed. However, we are 
concerned that these steps do not require reviews of manufecturers' 
plans to restrict distribution of drugs at 340B prices. Without taking this 
step, HRSA may not know when manufacturers are inequitably 
distributing drugs to covered entities and non-340B providers. 

With regard to our fourth recommendation that HRSA issue guidance to 
further specify the criteria that hospitals that are not publicly owned or 
operated must meet to be eligible for the 340B program, HHS stated that 
HRSA will implement a plan to better educate covered entities on existing 
criteria for hospital participation in the program and initiate a phased 
approach to recertifying eligibility for all participating covered entities. 
Here, we are concerned that these steps do not include further 
specification of eligibiiity criteria for hospitals that are not publicly owned 
or operated, because we determined that additional specification of 
statutory requirements was needed to ensure that the 340B program is 
appropriately targeted. 


We are sending copies of this report to the Secretary of HHS and 
appropriate congressional committees. In addition, the report Is available 
at no charge on the GAO web site at http://www.gao.gov. 

If you or your staffs have any questions about this report, please contact 
me at (202) 512-7114 or at draperd@gao.gov. Contact points for our 
Offices of Congressional Relations and Public Affairs may be found on 
the last page of this report. GAO staff who made key contributions to this 
report are listed in appendix IV. 



Debra A. Draper 
Director, Health Care 
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Appendix I: Selection of Interviews with 
Program Stakeholders 


Number of 

Type of stakeholders 

stakeholder interviewed Interview details 

Covered entities 29 27 vwre seiected to take into account certain criteria: 

• Entity Type: 

• We selected five types of covered entities and spedfically interviewed: 7 tederaily 
qualified healtii centers (FQHC), 5 disproportionate share hospital (DSH) hospitals, 
5 hemophilia treatment centers, 5 femily planning clinics, and 5 AIDS Drug 
Assistance Programs (M>AP). (See appendix il ftw a list of all entities eligible to 
participate in the program.) 

• We picked these types based on: 

• variation in operational stmcture, 

• variation in services and drugs provided, 

• high levels of 340B participation, 

• experience with the program, and 

• potential difficulty accessing drugs at 340B prices. 

• Location: 

• We selected entities in five states: Illinois, Massachusetts, Tennessee, Texas, and 
Utah. 

• States were selected based on variation in a number of tectors, induding: 
geography, percent of uninsured individuals, and Medicaid reimbursemmt poiides.^ 

• We inciuded Massadiusetts to gain a better understanding of the potential effiect of 
the Patient Protecticw^ and Affordable Care Act (PPACA) health insurance reforms 
on the 340B program.'’ 

• We used Information provided by trade organizations representing covered entities to 
help select individual covered entities to interview. 


2 additional DSH hospitals H«re selected based on concerns raised in stakeholder interviews 
about how these entities were u»ng tiie program. 


Drug manufacturers 

6 Selected based on market share and those that produce drugs vMth reported diallenges 
related to their distribution at 340B prices. 

Organizations 
representing daig 
manufacturers and 
others involved in 
drug distribution 

6 Includes 4 manufacturer trade organizations, 1 distributor, and 1 pharmacy benefits 
manager.® 
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/^pendix 1: Selection of Interviews with 

Program Stekeholders 

Type of 
stakeholder 

Number of 
stakeholders 
interviewed 

inter^ew details 

Oi^anizations 

representing 

providers 

16 

tndudes CM^anizations representing (M^oviders, induding covered entities and non-340B 
providers: 

• 9 organizations that represent covered entities, including 6 trede organizations and 

3 private companies that provide services and information technology to help covered 
entities establish and manage their 340B programs. 

« 2 organizations representing non-340B providers, including 1 trede organization and 

1 non-340B provider. 

• 5 organizations tiiat rei^sent both covered entities and non-340B providers, including 

3 trade organizations and 2 group purchasing organizatirnis (GPO).'* 

Federal agencies 
and contractors 

4 

HRSA, the contractors titat help administer the 340B program, and tite Centers for Medicare 
& Medicaid Services. 

Total 

61 



Soun»: GAO. 


'Medicaid is a joint feder^-state program that finances health cars fOT obtain categories of low' 
income irtdividuais. 

'’In 2006. Massachusetts imi^mented comprehensive state-level health insurance reform that was 
similar to PPACA's national-levef refctnn. 

‘Distributors manage the sale of drugs to purchasers on behalf of manufacturers. Pharmacy benefit 
managera administer the prescription drug benefits of heaW) insurance plans on behalf of plan 
sponsors. 

‘GPOs ccmtract wth ^Moviders. such as hospitals, and. on behalf of their mentters, ag^pegate 
purchasing volume to negotiate discounts on drugs frc«n drug ntanutectuiers or distnlsutors. 
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Appendix II: Select Information on Entities 
Eligible to Participate in the 340B Program 


Entity type 

How entity qualifies for 340B 

Description of covered 
entity type 

Year added 
to340B 
prc^ram 

Administering 
Number of ai^ncyvrithin 
sitM enrolled foe Dsparbnent 
by entity t^re of Health Human 
(July 1, 2011)* Services (HHS) 

Federal Grantees 

Federally- 
qualifi^ health 
center (FQHCf' 

Receives a section 330 grant 
under the Public Heaitii Service 

Act (PHSA) (42 U.S.C. § 254b); 
meets ttie requirement to receive 
such a grant; or is an outpatient 
health program or fodlity operated 
by certain tribal or urban Indian 
organizations 

Urban or rural health 
centers that provide 
comprehensive 
comnuinity-based 
primary and preventive 
care S6r\tices to 
medicaity urKierserved 
populations. 

1992*’ 

4,826 Health Resources 
and Services 
Administration 
(HRSA) 

Urban Indian 
organizations* 

Receives fonds under title V of the 
Indian Health Care improvement 
Act (25 U.S.C. §§1651 et seq.) 

Provide a variety of 
health programs to 
eligible tndividuais. 

1992“ 

26 Indian Health 
Service 

Family planning 
clinics (Title X) 

Receives a grant or contract under 
Section 1001 PHSA (42 U.S.C. 
§300) 

Provide comprehensive 
family planning 
senrices. 

1992“ 

3,868 Office of 

Population Afeire 

Sexually 
transmitted 
diseases grantee 

Receives funds under Section 318 
of the PHSA (42 U.S.C. § 247c) 
and is certified by the Secretary of 
HHS 

Provide screenir>g and 
treatment for sexually 
transmitted diseases. 

1992'' 

1,472 Centers for 

Disease Control 
and Prevention 

Tuberculosis 

grantee 

Receives hinds under Section 

31 7E of the PHSA (42 U.S.C. 

§ 247l>€) and is certified by the 
Secretary of HHS 

Provide treatment for 
tuberculosis. 

1992“ 

1,221 Centers for 

Disease Control 
and Prevention 

Native Hawaiian 
Heattft Centers 

Receives funds under the Native 
Hawaiian Health Care Act of 1988 
(42 U.S.C. §§ 11701 et seq.) 

Provide comprehensive 
health prcMHotion and 
disease prevention 
services to Native 
Hawaiians. 

1992“ 

11 HRSA 

Stato-operated 
Ryan White AIDS 
Drug Assistance 
Pn^ram (ADAP) 

Receives financial assistance 
under title XXVt of the PHSA 
(42 U.S.C. §§ 300ff-1 1 et seq.) 

Serve as a ‘payer of last 
resorT to cover the cost 
of providing HIV-related 
medications to low- 
inc^ne Individuals who 
are uninsured or 
urtoerinsured and 
cannot afford to pay for 
drugs or who cannot 
afford their health 
insurance coverage for 
drugs. 

1992“ 

90' HRSA 
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Appendix il: Select informadon on Entities 

EiigH}le to Participate In the 340B Program 

Entity type 

How entity qualifies for 340B 

Year added 

Description of covered to 3^B 

entity type program 

Administering 
Number of agency vidthin 
sites enrolled the D^^artment 
by entity type of Health Htmian 
(July 1,2011)* Services (HHS) 

Otier Ryan White 
grantees 

Receives a grant under Part C of 
title XXVI of the PHSA or non- 
governmental grantees that 
i^reive any financial assistance 
under title XXVI of the PHSA If 
certified by the Sea^tary of HHS 

Provide primary care 
and support services to 
irKiividuals with HIV or 

AIDS. 

1992° 

520 HRSA 

Hemophilia 
treatment centers 

Receives a grant under section 
501(a)(2}ofthe Social Security 

Act (42 U.S.C § 701(a)(2)) 

Provide medical care to 
individuals witii 
hemophilia. 

1992^ 

99 HRSA 

Biadc iung clinics 

Receives funds under Section 
427(a) of the Black Lung Benefits 
Act (30 U.S.C. § 937(a)) 

Provide medical 
treatment to individuals 
disabled from 
pneumoconiosis (black 
lung) as a result of their 
employment at U.S. 
coal mines. 

1992'' 

13 HRSA 

Hospitals 

Disproportionate 
share hospitals 
(DSH) 

DSH as defined under Section 
1886(d)(1)(B) of the Social 

Security Act (42 U.S.C. 

§ 1395ww(d)(1)(B)) with a DSH 
adjustment ^rcentage greater 
than 11.75® 

Genercd acute care 
hospitals paid under the 
Medicare inpatient 
prospective payment 
system. 

1992° 

3,061 Centers for 
Medicare & 
Medicaid 

SerNnces (CMS) 

Children's 

hospitals 

Children's hospital as described 
under Section 1886 (d)(1KB)(iii) of 
the Social Security Act wth a DSH 
adjustment percentage greater 
than 11.75® 

Primarily provide 
services to individuals 
under 16 years of age. 

2006" 

147 CMS 

Critical access 
hospitals 

Critical access hospital as 
determined under Section 
1820(c)(2) of the Social Security 
Act (42 U.S.C. § 1395i-4(c)(2)) 

(no DSH requirement)® 

Located In rural areas, 
provide 24-hour 
emergency care 
services, and have no 
more than 25 inpatient 
beds. 

2010' 

941 CMS and HRSA 

Sole Community 
Hc^itels 

Sde community hospital as 
defined under Section 
1886(d)(5)(D)(iil) of the Social 
Security Act (42 U.S.C. 

§ 1395ww(d)(5XD)(iii))with a DSH 
adjustinent percentage equal to or 
greater than 8® 

isolated from otiier 
hospitals by distance, 
weather, or travel 
conditions. 

2010' 

200 CMS and HRSA 
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Appendix li: Select information on Entitles 

Eligible to Participate In the 340B Program 

Entity type 

How entity qualifies for 340B 

Year added 

Description of covered to 340B 

entity type prc^ram 

Number of 
sites enrolled 
by entity type 
(July 1,2011)* 

Administering 
agen^ vrithin 
the Dc^rbnent 
of HmiKN Human 
Services (HHS) 

Rural Referral 
Centers 

Rural referral center as defined 
under Section 1886(d)(5KC)(ij of 
foe Sodal Secxjrity Act (42 U.S.C. 
§1395ww(d)(5KC)(l)) with a DSH 
adjustment percent^ equal to or 
greater than 8° 

Large rural hospitals 
that provide services for 
patients from a wde 
geographic area. 

2010' 

72 

CMS and HRSA 

Free-sfendlng 
cancer hospitals 

Free-standing irancer hospital as 
described under Section 1886 
(d)(1)(B)(v)offoe Social 

Security Act (42 U.S.C. 

§ 1395ww(dK1)(B(v))with a DSH 
adjustinent percentage greater 
than 11.75° 

Not a unit of another 
hospital, has a primary 
purpose of treating or 
conducting research on 
cancer. 

2010' 

5 

CMS 

Total 




16,572 



Source; GAO snatyM of fedend lows and raguWlons. 


‘Data are the most recent availaible from HRSA's covered entity database and represent both 
covered entities and their assodated sites. Because a covered en% may enn^l under any and ail 
eligible grant types it receives, it is possible that a site is reflected in the database more than once. 
However, HRSA estimates that this overlap represents less than 5 percent of afl listings in Ore 
database. 

‘>tot all PQHCs receive federal grants. Providers that meet all of the requirements for the FQHC 
program but do not receive federal grants are refened to as FQHC look>allkes and are eligible to 
participate in the 340B progr^. 

*^1$ category indudes: FQHC look-alikes; Consolidated Health Centers; Migrant Health Certters; 
Health Care f^ the Homeless: Healthy Schoois/Healthy Communities; Health Centers for Residents 
of Public Housing; and Tribal Organizations created under the Indian Self Determination Act (Pub. L.. 
No. 93<63S) and administered by the Indian Health Service. 

^Eligible to participate in the 340B program from its inception. See Pub. L No. 102*565, §602, 

106 Stat. 4943, 4967. 

‘Section 1 905(I)(2KB) of the Sodal Security Act includes outpatient health programs or facilities 
operated by an urban Indian organization receiving hinds under title V of the Indian Health Care 
Improvement Act for Ore provision of primary heatih services in the definition of FQHCs. 

'According to HRSA, some states have both direct purchase and rebate programs, whidr are counted 
separately in Uie 340B covered entity database, which is the reason for the difference in foe number 
of ADfiPs in foe database ver»is foe number of states that have ADAP fMograms overall. 

"Facility must also be (1 ) owned or operated by a state or local government, (2) a pifolic or private, 
nonprofit corporation that is formally delegated governmental powers by a unit of state or local 
government, or (3) a private, nonii^ofTt hospital under contract with a state or local government to 
provide health care services to low income individuals who are n^ eiigitte for Medic£»d or Medicare. 
Medicaid is foe joint federaf-sfote program that finances healfo care for c^in low-income people, 
and Medicare is the federat health care program for foe elderly and disabled. Children's hospitals and 
free-standing cancer hospitals do not receive payments under Medicare's injHitient prospects 
payment system; however, they must have a payer mix that would result in a DSH ^justment 
percentage greater than 1 1 .75 percent. Facilities except critical access hospitals, Rural Referral 
Centers, and Sole Community Hospitals, must not obtain covered outpatient drugs forough group 
punfoasing. 
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Appendix tl: Select information on Entities 
Eligible to Participate In the 340B Program 


PPACA explicitiy added thlldren's ho^>Kats to toe list of covwed entoies under toe 340B 
p^rwn in the PHSA, ti>ey were originally made eligibie under toe Social Seoirity Act through toe 
Deficit Reduction Act of 2005. Pub. L No. tOS-ITI, § 6004. 120 Stat. 4, 61 (2006). 

'Became eligible to particip^ in toe 340B program under PPACA. Pub. L No. 1 1 1-148, § 7101, 

124 ^t. 119,821 as am^ed by the Healto Care and Education RecondliatiCHi Actof2010, Pito. L 
No. 111-152, §2302,124 Slat.1029. 1082, 
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Appendix III: Comments from the 
Department of Health and Human Services 


Note: Page numbers in 
the draft report may differ 
from those in this report. 



IT- L St, \i.'^ ^ \ 

>• Irs’jwvi'nwii? ' \ 

i ?'i: ;i|'ri?tiViOTL’.*: ths Uy review ihis hefrire >rs 
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Apii^ndix III: Comments ttie Oeparbnent 
of Heaitt) and Human Services 


r.lAUtU.i U'-nilMsIH ni xil US \'-l»55- ' \ 

M frfi SiO\fRNMtS< ( tJS \J \Kn (I t Kt 1 1 ' V 

{>K\i i 1 AnUm.'^URIOl'NIt SSS, M-*\t 1 m U k i-'m < ' 

U.U M0« S’KiHxk^M 0£ilJRJtA^;^;S Ml 1 HUiUxl .'\ S kv'S uj \iv > 

' IMPK<3\i \5»'Vr“ iTiA.01f-8-lfi), 

\ 

Htc Dc«.ittfn«,T;f •■‘C' ^ 1 > t , ^r-TT, ’ 

tr^ 'i .k'-'x.jlifsCTi'! V '!'< cn ^ s •■s.\x.i . s ’iW’?" 4X v'' oi 'S i’ s..p i'' 


\v?icT^-ri;jK. . .- . . .. 


OH.P.tgc 1?\ t^gr^vi slahis'lhaU')n.-v-is5«i!>cT?ys<^.'i. WUtre?heis'x. -1. < s- it i \ w ■, 
i;-3.x\ Unv-ffictsnjc ps«i'w»S<-gajfNtt psivjlc iasuratK^o. ?;iw! i 

3S.wi8i£'4*jp«j-fl?c.n5^(5ei1at'tiiiks'<i«<1s?w'inf?n' covcredfbixx v<Vs” ' ■.x\ v ‘ 

r«it>,‘irc!>dShsiS}^-fil><*fngt?a'tnslstcBr£V!tHi|igHcal?HR).^^^^ xxfk>) x.v', 

Adiiij3iMraskisi>fHRSA>x'4iSCsasi'^tiJ?£\lto’A--sacosnt*pa5lGn!? s,Ss «t ; a x, ^ 

/tssisSsnctanill^wasYiTOilfcwhjaswiSijsKiV^fcs’-c^osbiiS.sen’ta'vft!*^ x t x' i \ 


On Page fS, thefi^wsiaW»dw{*''E^'a5ifiioi*gx5 she lispspfrc^xnyc t \ (i 

Pmgram were for sock cowGj'cnliiks 0 " im-i x i- 

.. osh«ti." Tharcfii'Bl g!i><iS{>nto,'iUte<Ktjbn5«c<rsm.n5xe!raft S(S "• '•I'-Kx 
censers. HRSA rojoesis if53Ul>efi»!kv.Y|{Vfe>.expl3iw5(t'S>lwif>crtftv' , cs* ] x.,\x ' 

vacK .'■islit cnsir>' Dp* 'ss'tsn5q«c irt iha'l.vpcs oi' skx-ktcs- is presvi 

drsigpurdissc.sofeachorjsit'i'iyj'Wv^'j'grviiKly §ir«rie'S vt '-o.s kj X] , ( t ,, 

■ sh’jg.OUi>en:fj>tcui.setr savbs-s 'ttiK al-w «.-arv- g]-«i|}y. 


'ijjjy- a>' jy/ix-rv 
arc CfSiiTt^ (S?ff?//cs rsi'^WS-.S-lfS# jrjcoviVjt.'*):: 


Or>Page2f1.d>en:pf>?tsMtt«i!l?iil"OneiVJGnsiWsufactusN:VT^>>>}x<slslKE' • x - 

disnibusk'n Kf IY50 t>y si}»>ttatins iSs svipj^'j' bs-wltw t?icajrK>a.'S I'f ki.1 pi' '< -'•isi •"> o i 
sn2ii<.M--a5K-»<-jii;ng95{K’i«.'ia«>f'fhopriijcetSK!jj5t»nt'hf.vss}i£sSi>vni>i UosS,* * hi, ■- n.iu 
nwairiing 5 {Uifccfts so tt«'«»vs} cstiiisek s« she I4f)3 Price" g!«l "ih.<v rsu't .i,xt ni c . \ x 
<U?(ribiitifsii W.TS fair and changing she dwirihutjosr pl-aas ?o i!ic.'''.iw tix tnH. uf :!- i*i i \ !i..i >if i 
3v<«i,?bkflt 341SB prices a’aisfTicgsuivdYfltiieot f>o?}--,klOBpri'»v.dcr‘ !Si.. O' xj • i*k .i,,, 
rcquo.tM ;h»s she rqKWI be cdiSwl ls» inchkle; 

Hi,. 

, '■’1 

■'URSA dc^tiiMjidicsv- that using sli«:H;at5i«Siif 05 ,«ui ti't'ixM i 

, , pri'vkters anti S percent s?i S-iOB piosilnrs fbr a eriiiesJ life sas-n 'Ik* , , m i 
imtlscicst. Ill 2^)st5. llttTc ivcsw “7 SifiijtftpSj'iftcTrcaiTOKSlCfflriei ' 

l>bpfi>|XifS5<.‘nisscSha?cHosj>?£ais(l)SH>purcJtafyr5s5VKUhp'tj.(s ]},,. UI,)'i 
■ri»s-.isamh<T ha.'s inweaseti sigBiftirass!!)' i<> '^9 Hcnsophils-s Ti'C'-'nvi’i s i ' i r- t 
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Appendix lii: Comments Depar&nent 

of Heaidi and Human Services 


(M MMistsof liH nn'vKi%u\i { >i sti hi 
S jV ;< I ^ xna-^i-iS IHi fRNM t M \i C <)i \ S sith in Hi H< i i«nO) 
itH\* ' Hi PORI t NiHl f t. t»Kk t\< X} \M S \{ n K i>! s< Ni ‘n i\ 

im ’-j i.nmx.RvMtHFiRUfs t h ,0 i ks.t. Ht vftns 

1,o7H«'vstj,- 'has Hv’.Kic \v>iV bv ss«wK n'iuwJ ’s (\ 

Hijspr«f«>r!;on;sfc sfesrij issisaititls, jrcc c.w<x‘r hosfutiiliJ. irsitj «» ;u . 

1 hu eliocasioa wi' f\ lO (inip to pft’Viiicss ix«,-ii5 tw ht* £:oirt,n:i(oi.i li.i iltt; 

sswrcsN-Hri at.’ iKssiMraf?:, (if TJiunvr.rl thessnsshiX’pfishtftsi piixbastui I vSt > 

wjih Hoprisfek'msi®*: jio».?i?0B't*roviik“Jssfii!X>4 ^.-SHKni- bivitu\ Jrii'mevuiw.js. 
tlUltculiyinpursisasjiij^.iViQjnSMil as.'^BpromiTs. Wisb .<4t*H iiswriiiiJs 
tt^t-’-jia«iag afDii:«<{ 1.^ 3?cfCi'?i!<5.tt}>shas'pt?SiS4.!t w 1 . “i 

, slJsifSiiou fomiH'awvin^tircigjs {n't '44>Jqisstc.'-. •••. •-,. 

<>fir«5^5kdic'r«jV^-siaiiW!hBt$fn«c<ovc.TCiiimts!uTtiis3Vf.i^vi,\niS li tiw b>. I 
a iku^ <tr£5pj>?d; IWSA r«'x,>i»mc5iff» lisaVii's; .eWe lliist HR;>A iiss ttiviloci svat) . 
ro;iR«{3ctBrtTs’«^|ias1tik>rifiSftfi2S}'W^^t'if5>P5Rnnc£:N>ticii^\''p a j u 1 . 1 ' t ,1 ' 

is i;«)itrtt^S(raLS7Bsl40BimcIiK*«"L^'*B cavities til prwsi;si?K:lr!ltn», r 4iif 1 k x\ * 
wicDwraji^? tnarastswiBras w.vswk wsJinhvaiiviby tii >. n* iv-kvt> i , 

EHSHcs ■«■«.}) stotjfcpiling, 

77j1;.W.c 17/ tAtf 7V(7g7«n! . 

Op i’iigiBi4i thsrepmt.swtcjHfKffiiRSA has'iwiiWiwd sjs.»,n 1 1 Ji -1,1 i n, 

svbicbhwpiiaiSiliat-.irenolpwhlidj'tTOTi^wopcraiet) «sti v[iiajti u h >.! 

JiRSA !X’ctw7«st!«rttki#'i«5J0rt reilacttiisa-wInJc HRSA bas'fsv-t rn*'*!'! -tni luin n vu i 
3f«t, KSSAliashijthcntcriaacd aproccs-sifi pi»w;?o?iwiKv}wsjj It s !\ ■' li 
wfuinMTSLWs, Tbestj criteria afcuijiiwsi fiwiOEthcsnrrwltn^it fs'-xov' ai m > i.f »K 

it; 'nie crivCTw fbrhospitas cHg^bilitj! tofwrticipslPin ‘lie 4 ^ li otiuj )>. 

jHsec1k'«n.t40iJfaR4)iLHi>'ibi*^«iis<i'JfcvO5u^^^ .i.nt r'»r ^ i 

. unilofSt^icor Jt>«i go^^njinent. jsapuWic-tTrpriv.k i <>i n t 

• which !)( S>injaB'y fruited {^nTmirRcirlal pfxvcj-shj rto- ’ t < '■ i '■ i i 
... government, I’c is U'privatc iK'fr'pn.'jht«3)tpj;al whxlt " N j s> t i t 'f ts i i, 

iocsigtwarBRwrti f«{^ro^■id«•|li?aifh•v'a»•cs^^^^i^es u’ k-'t I a -■ lutttt '> 
afefwt««i?U^lf}lHfnffitsun<i«-litic'X\'in-(ifthc'ir>s.u}No- i t \i un ' 
for assi-stsaiw uattfff die Sla'c pWutwIt^ this tilitf ’ ili--i’Ii' s ^ v 
.KR.SA .Ottice of PNsw5a«.’.y AflTatfs (OPA) 'wd'stk'. 

. . o PrkM'to enml.iinjiiakrspiljil iHttiSjcf'mgi-ien.Om kjriij.-' IS- ii s 1 p 

thcihrisr.s-tattRr>rji-ft!iiyirercicms fbrpunkipatsrifi 'nihi." jn c" n ’'» ) 

. .•.•• j>R!}ff.s-MM«t»vcrif!OiJhyTRSdocii!ni^lta!ioi5;:;3}0‘s!4,t vh t\ ' 'i ^ 

viirjfccclhyi'fu; MsdtcarO'-cj'aiwisjift mid it-t s i 

wfih s1a!i5»r ifHiat govcranicntsit.’.pRA'idchcahh w-siOm i «, 
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Api^ndlx !H: Commente the Departtnent 
of HeaWi and Human Sendees 


(*»MMi.Msofutt mpAKVMKsu» tn u m,\\ 

h i v-,nHs;(>s nif:<:ovt:K'vMF.M ^ ^( i iH v ^ u’h n m? t 
'>K 1! «> I'HK VwS s Nt <.M StS IN 

ijH, j>l . ‘k(H.K\>Unif W j H tn JMt { \ { K'- • *'. NJJ Ui 

ntFKovfe^iE^t n fi;-Mhi }>S3»? 

4^ * . W .V . !i» <1 >-K''V *. 1- ' s’ Wh'll 'v ^ 

Ml'ORliVAi -^4 ii'v r IlfSW p- t ■■ ?l! \i'' l’ 

<; K4 ll V(. V P Nj vV Tvi, -t i ■'3 3'«' V. ^■. t! I h > ^ •> 

.Ifti'ni’’-* oK > mt tc^ i' t’’ 1 '• ' » 

ax3shor!.7»4 n^mlv" «tht'sr>J s hospiijs) «? xec4>rtvc A. (‘^liysc^s c! '. 

rc\?r'^%'jiU'J«r3hc.?clar?tK-viiiOT .'sticcsssHi'v,, , 

OPAp-roviflfis V ftax ^h i in Hi 4 ll 1 i - 

El«ai:an.53S'.u?<x?-'i«dei-c!<*p!S!SfliX!!»t?-sU J^onn il ' ! 

,. enHwraaostUt'C'^v-isrtsl'srfssiiyto SiX^ vvu''AH‘--’>cijp 'i 

, cptirtvicw. 

On pagiJ 24. ^.s'rq^nft Nisiks sftaf ^{sme «5abf^*j:55tler*cxjnfis'?c<t aK t ’ 'ni ] x' ) " 

ihc.‘’ct{wire?t?c‘rt?5 3gi«nxiiu>n-<&prj?T>»inntH»«.Tl3ii«®v't-’»xvvv->* ti t -,•' i <1 !i h li 

3rffliiio.*\3l-gSJj>dan«.''‘sfsesschjul«igfe^enxiiral'ej>5itia'H«t \3Kju'jn I v' ki i w 

rtfstrieJed dwtri|vutirtnvvf<icrtai»> dregs fl? 54Wp»‘j4!SB muA i-wj f!U ^ U x )))k.n n, 
ciwicJux'ri'n siiggssis lhai wv<?r.i} c.ha3j<;nges arc i'npwa rid inffipi^c' } ■■ v 1 1 i » m 

<if}55.'aK!ess«hafk*ngc.sjd«3dficd»nwK’«ii?VU7^. 'A-AH-Xm v.-' ' m Oio \ m 

walus?cOTdimpr<)vca««ssKi {\no hT k ■'* * s .n5i\ *' 

ihsR C.tAOprt»v«k'-Nd(iiHoria]deiaj{ivgan}mgtiX!acca>'<rf'‘t1k!ivi-. <i.' 'i'm- u <>lhK''^ i 
iHkJrcjs «Kse coticcrns mjij UAc «ppix'>pf««ss' asrlKtn. 

{>5iP.X^c25, dwr«iX(n «nfs» t}Wl-}RS.AvaiflescijgihiIm if u >' i 

pv’rsodicaHx'rcttwikyyigihiHt'j fwidl covered jaitiiy tv-pcs ! ’til i ,it 

rvd1«:0.baUtRSAh3sh«,'ninc«itrosi?«.‘.xta{vWfyi«j“iJ’'5«iirs 5U<''\<^.ut v' mlvoiH 
!i>-ri'ce!tiiVS'rD,1'a,afid HlV-^AIDS j»i>graRisaf»5ua'Jya« ixpri'x'3'- v-, ix -iii^ v.'k > 
.14f)3l3aX7)nft&c?*iibii<;Hc«Hh Swvices Art {43 use s g li n 

ihjfinscjiisrcd ariw«iJ.tfintfieafwn by thtfJNwrefarj.'jvisrM wi. f'i’At s ! ' , f >: 

ni4']«tc!r-ii DSn-perreniagisandt'OHC-srnnt SUrisspn 4 4?>ti’ieri% hf^-s i i > (i i k, ui \ 
vwifiwywi9»-i{!«i;L1ty«4iys<)1>wtjci35a?tng{Kf!^Vfa35?’H 'ik'iiUi ■is IT !^' tp K),' > 1 
hnxpit'ol.HWwhCMS's iitft k'diiospitalsrcsinAuri'ShatiiirfisyWc ftnvji'. !i< n <1 i 
paj^Kiip.'KiRg. AS4TCSi»{o!'i}5c3’f*ACA, HRSA t'a^vjuod !<> siinoanv ix^sjcrtro; a?i ..'*'«!»« . 
tcvttsTji «i?(xjcs. ^?f'A’sT'Y205{ bW!lgrt'f'S’S4.4.M ivjli d!f<nv Jiir Ibt. i"- .'i >1 >1 ti’ < i t ) < i 

ii pSi&x-isi appr.iBdvli^ nswrtiiiCi’xt'ion jobtfjj’m in .fvsU pnos I. • 

Oil i’-isis 5K j\»ohus{c{a)-i5atesi3u4lsici apprsj}4rjaU<in Jiin c!0"-iT»-il ti r usii n<. i m 
1'3RS.'\ recirmraendsdist ll«.s«8f«n«nthiijC]>3aceil'4V!t>>’hx*'‘oi’irA33te HR'' 4 jv j, n ''j 'i 
btK^^ftrtfS^AMw.-jHsJlfwrn.'Hiepfi^xningxindiniJjsu.inatiplikji.x! ipp .tvt ?< j.., n ‘i 
kibcgjti in l'i>53 3fi3 !-" '••■... • 
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Appendix III: Coimnents ^om the Department 
of KeaiHi and Human Services 


i i\niu n iK miMKi Mi Aroi n tu u? \\iniiAn N 

if ■ M i tH \ « \U!iH\ " ' iv. i ^ (<■ > < , ) 

i>R\ri Ki Pfi KIKXii'l »-»> V \i vNS ! t i \M 

iiii ■-tnHi'KOf.RiV.MOI Ii KHt.Nt i U ^-Br i i E Df R \1, i.HSR.flf 
nil'HCH f Mt- V!"t'G.\0-l1-S3&} 

's I' i ' !!w( s'* s‘ :;v -ivi; f iRS.X ?i-’ o.'jnHn,'.! ■ V 

^ ^ Mi i't, ■'J' ! ' ij 1 T w -s^ V "vli’tvt i> 

,J V u,Uk-‘l'- J 1 ‘Wiv-^V Ji !.Uf i'm! Ok -Vn! v' ‘O' !MU !^iv I'ixXVK IJl 

U v'M Oi-'-Ov U " I ’! 'iiv 0 v’u ' ?! NC '‘V \0'’Ux U S|' 


» !tli ihe s'Ctif'fiijWCiwIsiEhMW afKl fviii i.'iijit t\>. sH) (j j 
SKI iviirl; tv iKii>nMi%‘i:|}orishaxtd i?H tiai\i)!5g. isiipixT'Jw ‘ v s \ 
wv!-r.c«! 3« {fstf E V ."i'.lif' Prcvxkrii'xl'adi’^t wwjiil.iii'n ti i. ^ 1 

:.'f i.'u KK-'iiiisnc’-'KiiMjoKsandprcii^irBt ifiK-artiy (stvvisji > n t s \ j 
iVk'!«« oroirtaat itiK'^ity rbk h sci’.iAjiit-ii ' t 


C;A(> HeCffmnK'flflallon *11 ; CntXl'fn"! .Hi-liXii'-V Hud'i^ ’>/ .U(df /•: 


MRSA ,:\cfi«mv: 

* ills! I'he t5'.a(iaftfcti^Tirs' lijivj.' the aiiihoriry ijv. > x v 1 1 'ic;; 

EIRS'^ " iii ciwsiniic to w.-irK' vvKh ibc ^nisnassctii.it'N ' > , k“ , 

,>nv1 «<vii willi aiowbcluicrs totlrvcK-fixaaJii r x x x icx: 
iiui^ssti; {hjtcuiijt! O't'vi'SK'n bv oxxyttfnj.',. 

» liRSA ‘.viii cic.'vsUij'! av>d implcs'n^i! ;> corfilKt'lKfisuc j i ’ 

piiffl u }j1t!3 K ill t'UiUi <•{: t-xOi.ix a-i IX, II , ,, 15 

iiiSiN'ttt! vxi-bif.ar*! vfi vfi'.^'rs'ori. iTi.'« K>pts,x! lc-,5niir!s. ! :\« '' x- i >, ii = 

xio'.K'fixl «iii2fsu’};, atnl ruixro to «>v<.tcx! vixiijiiis iri j-i'iix-'-'i'.i v.' k. 


(i,\<> RvrotKjKejHlJithia *2: Fiwlix 'K'vf. won- siwi.’}' on -'Jh: dcdfiiu 


• HRSA vv-i'! K'vifi'v tht'slfait ■is'tJi.vprx'spvr-its? j;i x !(;x:( 

iM' TPaCIA x:h;ingc> isnrf <k"--4!!<'p re\-K«i gasdclintK ;>r pirt’|-iva‘-i<3r!. 
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Appendix tii; Comments ftom ^ E^parbnent 
of Healdi and Human Services 


<.i M.KA[ iHt- us \i !« %n.> u \}\> 

U HHi SiOS TiU \ i U t i f % M “'• ! '' l< 

U K ’t i Ki i>oKt isninp \m o pkh ?v. t k \ 

tU I t}-‘«iK V} v UK'-n.iU 

i M l-kt f\ t.Ml.N I " t<3AO- H-X36S . •. . 

ll*<.'onsa*«5«l3imtt ^3; fJji )fs « > “• >i,. i 

■i.‘r:-fi !t-u!uvu7/ ifivayi IS' n?Si- ^ -if wj J n,-»! <. <-<ViKK ^ <" 'iaf. t ‘ 

AClWRSt ". .. 

. • HKSA will ctcs'cii.>p'sjiidinip1erfs«ft>ia wm}w{^criS!vc*«Su<:atKWiM liwi 

v^;«nma».waRiOHp!sn'ivh«5\'\vil!i5|x?cifj !'<k CHW % ckV .i ' ' ’ 

' " ' discrjsfi'jflJJUiKS >t'U>ni,” «vKnar' 11^5 pu' ^ s 1.-n i s u 

maniitadura's'rt'jardJns: TlOf!'iH^<n^^siri'a;K^« ^CTiiajKi;. . 

* • JfRS'A wilvtwfjHu'eJo iiu ^ 1 

• jnaHuracfiirerSffn ‘Wl:i!3g 4vs*HRSA4ii'idi,-.iSop vci'3^ s' 

* ■ MRSAwii.'sipn'tmiffi'fd-Wfi’i: with VKXi vs'sTO Ai'i 1 V il ' k >* jir i, *u 

lW»minehdS(il<*R^i Issva'gUKisn'fe'lR ftirthers[«(iRfyirK:critci'UMiiK^ 1! ^-'u^ i>,. >■ .k' 
{luhik'iSy invned or operat'd »iysJ tiwef to be cH^blc ibr ilsc 349S rjifurat;!, 

HR'SA AdioBs:' ""i 

• HRSA.wiii further ptAiiwixc its €XsSii5g'<yiH'*!a oiM'i ki,thk > k 

. >4t>8pf«srfto)'bypi«iftsi}5ccrjt^nasiiJ\»!we<'- ti,v p >p, i vm -. i> u ‘ 

• j‘;sinhgpolie5-ld»«s«>3ffcK!«j.a»vdtd«iti't!tw««!f}| ikm . i , 

• HRSA !ajUa.tc3pi»»i!d.appKifl<i? wfvsivaiiSHi-ttM i< -I I't jM, i kn> 

• cnUtics.’iitcliHfwg&wpitaU.begiwsjprgiftfaUof^i’is In'-! ,• . 

• wi.t}ctwWci{RS.Ati>v(sii>-thaf IJOspitAls-contiti'H' V ni. <1 l^ 

rcqB'trtttWttJs fiK Jffogram portJCipnjKsv 

■ • HRSA'wis|'dd-sHH>a«'J'i«Mtf^wwa-«3.j9»}>f^uf!!«>v'ci.i-*jk. a \\\ t 
••• t:«»atishicalid!5p>3n which ^HnbaHdfw c'ciiitmptisv‘ 1 '. in-- <.'• !.>-r 
. . tafgctcd't'chifiat^tki'tbehPSpilslcnTcna.jH'crtoi'i.r, ’ciH j ) ' fi 

Ujcovcrsit.cjttitics, 
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Appendix IV: GAO Contact and Staff 
Acknowledgments 


GAO Contact Debra A. Draper, (202) 512-7114 or draperd@gao.gov 


Staff 

Acknowledgments 


In addition to the contact named above, Gerardine Brennan, Assistant 
Director; Jennie Apter; Kristin Ekelund; Kelli Jones; Dawn Nelson; Rachel 
Svoboda; and Jennifer Whitworth made key contributions to this report. 
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Earn Free CME Credits by reading the latest medical news in your spedalty. 


Oncology Ciinics Caught in Financial 
Vise 
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. ■ .y : 

CGinmiiiuiy oncology clinics contuiue to feel the squeeze of a chaiigiitg reimuursenient 
structure tlsai has lorced 2S8 clinics to dose ut the pa« 6 yeai's. 

li'anything. thep-ice ot'rlosure. consolidation, and contraction has increased, with a 20% 
increase over the iwst year, which tblhwed .i 21% jump in ckwures between 2011 and 2012, 
ac(,:ording to the Communiri- Oncology .alliance's (CO.M Practice Impact Report. 

Since the COA issued its firsr report in 201 0. the tt umber of community ratcology cimic 
closures has increased by €7% (I'rom 172). 

All additional 43 oncotogy clinics have begun sending all of their patients dsew'herc. M told. 
I,.338 cJimrnunity oncology clinics and practices have- been adversely affected by changes in 
reimbursornent practices, including 407 pr.'jctkes in linanciai straits, 469 that have entered 
info contractiiral arrangements with hospitals, and 1,31 that have merged or haw btteri 
acquirttd by organizittions other tium haspitals. 

'"HiLs is riothing mw; it's been happening since 2005. when Medicare, which pays for roughly 
half of all caticer care, changed tite way that they reimburse for cancer care." C'O.A executive 
director Ted Okon told. MedPage Today. 

' You have two dynamics at work, " he added. "Reimbursement wa.s changed by Medicare, and 
over lime, the private payers Irnve .followed su.it. WeVe had reimbursement pressures that, 
have put the pressure correspondingly on oncology pract.ices. Those jiractices that have a 
large majority of patients who are Medicare beneficiaries sim|Sy have not been able to 
survive." 

Rural Areas Hardest Hit 

Tlie pressures hnvti disproportloiiately .iffected oncology clinics and praclitres in rural areas, 
whicii historically liave been unders<?rvod. 

Howm'cir, other factors, some of them noneconomic, are at play, stiid Matt Farbcr, of the 
Associiuion of Community Cancer Centers. 



"7he average age of physicians who are willing to i» employees is declining, " he said. "Wn are 
seeing more younger pltysiclans coming into oncology who are haf^’to be an wnpluyeeof a 
lu:?8p.ttal or working wiilii.n a systent as opfjoseci to teing a partner or part owner or 
entrepreneur." 

The current tinanefai problems took root in 2003 with the Medicare Modernization .Act, 
which imroclitced the Average Sales Price lASP) to the reimbursment methodology 
associated v^dth M«liearp Pan B drtjg coverage. According to the A,5P fimnula. community 
oncology practices pur<:h,asp the dntgs, and Medicare rcimbiirsffi the .ASP plus a 6% serv’ke 
fc-e to t:ovcr the practice acquisition and administration costs. 

In co.ngressioTial testiiviony in June, Barry Brooks, .MD. of US Oncology, called the 6% add-on 
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k' 1 oh**, t ip i'e break on drugs distriiRJtcd and administered in the 
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1 3 ')u ( irwi i I hi^it *1 (' 1 ' '> { 1 'as.quuedj‘iigsat discounts ranging as high as 60%. 
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Scull GotiJicb: iiow ObamaCarc Hurls Fatknis - WSJ.corn 



Scott Gottlieb: How ObamaCare Hurts Patients 


77?f' 340B prograw loas mean! to help about go hospitals buy drugs to treat the poor. Now J.,675 hospitals 
quaiify. 


President Obama promised to mend the failings in the American health-care s>^stem, and yet for 
cancer treatment, ObamaCare is taking a rotten feature of the old system and making it worse. 

The Affordable Care Act expands a progmm called 340B, which siphons money from drug makers 
and insurers to subsidize certain hospitals. The program has been expanded as a way to offset some 
of the cuts that the law imposes on hospitals. One significant side effect; 340B is increasing the cost 
of cancer care--and harming its qualityc 


When the program began in 1992, its aim was to sup^Kirt hospitals that cared for many uninsured, 
indigent patients. Over the years, the program was radically broadened, gradually morphing into a 
government cash cow that hospitals of every description have learned to exploit. 

Under 340B, eligible hospitals are allowed to buy drug.s from drug companies at forced discounts of 
25% to $ 0 %. The hospitals can then bill government and priv-ate insurers for the full cost of the 
drugs, pocketing the spread. Tlie arrangement gives 34oB-qualified hospitals a big incenti^^e to 
search for patients and prescribe lots of drugs. The costlier the drugs, the bigger tlie spread. So 
expensive cancer drugs are especially appealing. 




s 


— 



The original legislation creating 340B envisioned tliat onlj^ 
about 90 hospitals that care for a "disproportionate share" 
of indigent patients would qualify. But remember, this is a 
well-intentioned government program handing out 
money, with the usual result: By 2011, 1,675 hospitals, or 
a tliird of all hospitals in the countiy, were 340B- 
qualified. 


GJetfy Smsges-^maaezoc! Even flourishing hospitals like the Hospital of the 

Univeraity^ of PennsyK^inia and Duke University Health 
System feed off the subsidies. In 2011, Duke bought $54.8 million in drugs frotn the discount 
program and sold tliem to patients for $131.8 million, for a profit of $76.9 miilion-a substantial 
portion of the liealth .^-stem's 2011 operating profit of $190 million. Only one in 20 patients seiTed 
by Duke's 340B pharmacy is uninsured. The rest haw their presci'iption costs covered by Medicare, 


h^tp:■Votl!i!lC.wsjxon^i.xmi•v:l.■■SVn000rt:’4!27887324n04(W5786305223!9il36764M><iiAx.MTA2^IDMwMTllzK^■)EyWjJlaTlH¥praUMoc!c!7'3^'20!'6H8:59 AM| 
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Medicaid or commercial insurers. 

Now ObamaCare is encouraging even wider 340B abuses. The new health-care law expands 340B to 
cover cancer centere, new categories of hospitals and rural health centers. Since one of the ways that 
hospitals qualify for 340B turns on how many Medicaid patients they serve, ObamaCare's Medicaid 
expansion will also increase the number of 34oB-eligible entities. 

To goose the windfall, eligible hospitals are buying private oncology practices so they can book 
more of the expensive cancer drug purchases at the di^ount rates. More than 400 oncology 
practices have been acquired by hospitals sinc« ObamaCare passed. Acquiring a single oncologist 
and moving the doctor's drug prescriptions under a hospital’s 340B program can generate an 
additional profit of more than $1 million for a hospital. In the process, treatment of the doctor's 
patients is moved from an office setting to a hospital outpatient department. 

As a result, between 2005 and 2011 the amount of chemotherapy infused in doctora’ offices fell to 
67%, from 87%, according to a new analysis of Medicare billing data done for community oncology 
groups. The share of Medicare payments for chemotherapy administered in hospitals (as opposed to 
outpatient oncology practices) increased to 41% in 2011, from 16.2% in 2005. 

If these trends continue, the majority of cancer care will soon be delivered by hospitals. When the 
practice of oncology shifts to outpatient hospital clinics, the care is often less comfortable and 
convenient for cancer patients— and more costly. 

Because the overhead for a hospital is higher than for a doctor's office, a patient treated in a 
hospital clinic incurs $6,500 more in costs than the same person treated in a private medical office, 
acx:ording to data from the Community Oncology Alliance. Patients who get chemotherapy at a 
hospital also face an additional $650 in co-pays and other out-of-pocket expenses. The price for 
infusing the drugs alone rises by 55%, according to an analysis of Medicare data. These inflated 
pric^ for cancer treatment inevitably drive up the cc»t of health insurance. 

The Obama team has used informal "subregulatoiy guidance" to expand the 340B program stUI 
further. One big change came in March 2010 "guidance" that allows hospitals to contract with an 
unlimited number of neighborhood pharmacies to dispense drugs throu^ them. There is no 
requirement that these "satellite" pharmacies have any geographic tie to the hospital. 

This has created an industry of middlemen who build vast networks of pharmacies, all to expand 
the number of 340B prescriptions that a hospital can capture. There are now more than 25,000 
arrangements between such satellite pharmacies and 34oB-qualified treatment sites, according to 
the Health Resources and Services Administration. 

Hie definition of a "covered patient" for 340B purposes is so murky under other guidan<» that 
hospitals are able to buy and bill discounted drugs for patients when the hospital merely serves as a 
conduit and doesn’t give direct patient care. 

The regulatory loosening has led to a proliferation of abuse. The Health Resources and Services 
Administration, the federal agen<y that (nominally) oversees the program, recently audited 340B- 
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eligible hospitals. The agency found "adverse findings" (like discounted drugs diverted or dispensed 
to ineligible patients) with almost half of the 34 institutions the agency examined. 

A separate report by the General Accountability Office shows that the money isn't being targeted for 
indigent patients, as required. As profits from the program rose, and oversight remained lax, more 
of the money has instead become a general revenue source for 34oB-eligible hospitals. 

To combat this sort of gaming, drug makers are tightening how they distribute cancer drugs, to 
make improper diversion more difficult. Tliis drug-company strategy may stem some of the most 
rampant abuses, but it adds to the cost and complexity of the pharmaceutical supply diain. It's 
anoffier way that 340B increases costs. 

The 340B program doesn't print free money. The cost of the discounts are foisted onto jMitients and 
insurers, who are forced to pay higher prices that drug makers establish to offset the cost of the 
forced discounts. 

One of the rationales behind the Affordable Care Act was that the law would end the gimmicl® that 
distort incentives and drive up costs. In the case of the 340B program and its effect on cancer 
treatment, the law has only frirther distorted an already expensive gimmick. 

Dr. Gottlieb is a physician and resident fellow at the American Enterprise Institute. He consults 
with and invests in life-science companies. 

A version of this article appeared July 31, 2013, on page A13 in the U.S. edition of The Wall Street 
Journal, with the headline: How ObamaCare Hurts Cancer Patients. 
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Oncology Rounds 


Estimating the Demand for Oncology Physicians 

on June 13, 201 1 | Permaiink 


As frequent readers of this blog know, we often use it as a vehicle to share the answers toquesftons we receive frequently from 
our members. One question that has been coming across myinboxa lot recently, in various permutations, relates to the 
demand for key oncology physicians, particularly medical oncologists, Someftmes the questions is around estimating the true 
demand for physicians based on population and utilration, ofrier times ifs more specific to foe volumes seen at a particular 
institution. While there is no perfect answer I thought I'd share a few numbers for those woiking through this issue. 

Supply of physicians as a ixinction of population 

The most straightforward way to tackle this question Is to take a supply side approach -the underlying assumption being that 
supply equals demand. I think we can all agree that fols is flawed, but it's a helpfel place to start As most of you know, /^CO 
recently did a large workforce sfodv . and they found foere are approximately 10,000 medical oncologists and hematologists 
oncologistsin foe US. If you add in pediatric oncologists and ones, foe number is closer to 12,500. As a fonction of US 
population, this gets you to about 3.3-4 .0 medical oncologists per 100,000 (assuming a US population of 303 million). 

For radiation oncologists, the most comprehensive work I've seen completed is a study recently done at ft® Anderson.Theycite 
about 3,943 radiation oncologists nationally, equivalent to 1.28 per 100,000 US Population, 

Supply does not equal demand 

The challenge wifo fois approach is that we all know that supply is not foe same as demand. So the better question to look at 
is how many physidans do we actually NEED? This is a harder question to answer. The ASCO workforce study goes Into 
detail on this at a population level, so i wont repeat foeir work here. Butdolookatthe study if you hawnt already. The K® 
Anderson study does not go into foe same level of detail, but they do state foat If foe supply of radiation oncologists doesnt 
increase we will likely ha\« a shortage given foe fact foat volumes aree)toected to rise based on demographics alone, and 
treatments are only getting more complex. 

Translating to hospital specific demand 

In terms offranslating this to a specific hospital and how manytheymight need, here are a few thoughts. First, starting wifo 
medical oncologists. The most definitive data I have seen to date on patient load continues to be from Oncology 
Metrics recentlv published in the Journal of Oncology Practice . Their survey data indicates, foat on average, a mediral 
oncologist will see about 350 new patients annually (counted as new patients and consulations both in foe office and the 
hospital). lt‘s important to note that foeir survey focuses primarily on private practice physicians who maybe more productive 
foan foose emplo>«d by a hospital. Some hospital administrators have told me they find thatbendimarkaggressi'« - in which 
case you maywanlto dial it back to 260 or 300. 1 think foat one of the reasons fois is high is the way foey define new patients - 
it counts all new patient \^sits and consultations, both in the office and in foe hospital. 

For radiation oncology, we can take a similar approach. The average number of patients per radiation oncologist is about 250 
(usually equal to one radiation oncologist per LIN^).This benchmark comes from a survey foe Oncology Roundtable did of 
our membership 2-3 years ago. 

Again, keep in mind foese are estimates and will vary by practice structure, case mix etc. For instance, date in the ASCO study 
demonstrates foat academic hem ones spend only47%offoeirtimeon patient care, while private practice physicians spend 
76%. And men between the ages of 45 and 64 in private practice average over 100 visits per week, while women in that age 
group average only 90. 
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Why aJf the interest? y^^countabie care perhaps... 

As i was pulling tie date for the post 1 began thinking about why weVe seen a huge surge in volumes of requests of teis kind 
and I tfiink it has to do witfi two major trends. First, tee general uptdcin interest in emplo^ent- more physicians are 
interested in employinentand hospitals are tryng to determine if teey should take the plunge and employ and so they'll want to 
know if they have enough patients to support teese physkaans. Asecond, and related driver is accountable care. For those 
organisations setting up an ACOand striving to manage a population of patients, teeyil wantto know how many of each 
specialist they'll need to meet tee demand of their specific patient iropulaflon. 

Learn more at our National Meeting 

We'll be tackling both of teese issues (amongst manyoteers)atour 201 1-2012 National fvteeting series. The agenda and 
dates can be found here . Register now to save your seat! 


Older Entries Itewer Bitries 


«ww.advisc^.com^eseffi'c(VOncol<:^y-Roui(M)teVOfic(^ogy-Rounds/2011/06/EstimBbng-ihe-Dernaricl‘for-Oncology-Riysidais 
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Who benefits from drug discounts? 

Drugmakers, hospitals battle over indigent-care program 
By Jaimv Lee 

Posted: July 13, 2013 - 12:01 am ET 

Tags: Healthcare Reform . Hospitals . Medicare . Outpatient Care . Patient Care . 

Pharmaceuticals . Physicians . Purchasing . Suppliers . Supply Chain . The Week in 
Healthcare 

Aspirus Ontonagon Hospital, a small not-for-profit hospital in Ontonagon, Mich., 
last year generated about $1 million in revenue from a federal program that allow/s 
safety-net providers to purchase deeply discounted drugs. 

With improved margins due to savings from the 340B drug discount program since 2011, the 18-bed 
hospital prevented closures of its emergency department, family practice clinic and skilled-nursing 
facility. It also filled new positions and expanded services to offer oncology treatment for the first time. 

"We would not have been able to start oncology without 340B," said William Wood, a board trustee for 
Aspirus Ontonagon Hospital, who called 340B participation a "major contributing factor" in the broader 
turnaround. 

The hospital's turnaround is the kind of success story that makes the case for the 340B program, which 
was established by Congress in the early 1990s to help clinics and hospitals serving the poor and 
uninsured by allowing them to purchase certain outpatient drugs at up to a 50% discount and has since 
been expanded several times. 

However, the 340B program has become controversial because of alleged misuse by some hospitals. 

Critics say some hospitals may not be using the 340B savings and revenue they generate to improve 
care for the uninsured and indigent patients for whom the program was designed. Other providers have 
raised questions about whether physicians will alter prescribing patterns toward more expensive drugs 
to boost profit margins. 

Hospitals in the 340B program purchase discounted drugs for any patient receiving medical care, not 
only those who are poorer uninsured, although Medicaid beneficiaries are excluded. The providers can 
then use savings or revenue generated from purchasing the discounted medications to enhance patient 
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care and sendees for all eligible patients. It's up to the providers to decide hovif to use the savings. 

The number of providers participating in the 340B program has significantly increased in recent years, 
and roughly one-third of the nation's hospitals now participate in the program. 

There were 22,641 covered-entity sites participating in 
the 340B program as of July 1 , nearly 37% more than the 1 6,572 covered-entity sites In 201 1 , 
according to ttie Health Resources and Services Administration , which oversees the program. 

That growth has fueled questions among 340B critics, notably drugmakers, who have said they dont 
want to see the 340B program expanded to Include inpatient drugs. 

But groups representing 340B-eligible hospitals say the program is operating as lawmakers intended 
and that the growth is tied to an expanded eligibility provision included in the 2010 healthcare reform 
law. The provision expanded 340B eligibility to critical-access hospitals, free-standing cancer hospitals, 
rural referral centers and sole community hospitals. 

“There are a lot more rural hospitals in the program,” said Ted Slafeky, president and CEO of Safety 
Net Hospitals for Pharmaceutical Access, a trade group that represents more than half of the 
participating 340B hospitals. ‘The evidence is that the hospitals are investing whatever savings they 
have from the program to help patients and to meet their indigent care needs." 

As eligibility has widened In recent years, both the pharmaceutical industry and hospitals have said that 
some changes may be needed to reform the decades-old program and prevent abuse by providers, 
drug manufacturers and contract pharmacies. 

"There's obviously a lot of potential for abuse, and that's not what anyone wants,” said Lisa Swirsky, a 
senior policy analyst for Consumers Union. 

The Government Accountability Office in 201 1 recommended that HRSA tighten its oversight. That 
would allow the providers that need 340B savings to continue to operate, as well as prevent vulnerable 
patient populations from being negatively affected, she said. 

But legislative changes such as requiring covered entities to use the dnjg savings directly on care for 
Indigent patients “could hurt the folks they're trying to help,” Swirsky added. 

The drug industry, however, believes that the 340B statute requires the discount to be passed on 
directly to uninsured, indigent patients. The program, they say, should provide these patients with 
access to prescription drugs. 

“While there remains a need for this safety net program, there are rising concerns about the program in 
Its current fbmi,” said Matt Bennett, PhRMA's senior vice president of communications, in an e-mailed 
statement. 

SNHPA and an alliance of trade groups representing drug manufacturers and others have recently 
published dueling websites addressing separate concerns about the 340B program. 

The Alliance for Integrity and Reform — composed of drug companies and organizations, oncology 
groups and a pharmacy benefit manager — in May established 

340Breform,org, which argues 340B savings should be used to directly boost access to medications for 
indigent and uninsured patients. SNHPA's Slafsky said the launch of that website contributed to 
SNHPA's decision to put together a report and publish its own website, 340Bfacts.com. 

The organization issued its own recommendations for reforming the program. The recommendations 
included increased transparency of 340B prices and how hospitals use 340B savings, audits of drug 
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manufacturers and more scrutiny of contract pharmacies that participate in the program. 

U.S. Sen. Charles Grassley (R-lowa) has joined in the criticism of the 340B program. Over the past 
year, he has requested information from stakeholders ranging from pharmaceutical trade groups to 
hospitals that were reportedly charging a mark-up on drugs purchased through the 340B program. 

"Even if the 340B program allows this kind of upselling, that doesn't make it right,” Grassley said in a 
July 9 statement. “It also isn't right that we dont know how hospitals are reinvesting 340B revenue ... 
They could use the money for uninsured patients or they could use the money toward building a new 
wing. 

Follow Jalmy Lee on Twitter: SDMHilee 

(This article has been updated to correct that the 340B drug discount program excludes 
Medicaid beneficiaries, not Medicare beneficiaries. 
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340B Covered Entities that have provided services to PAF patients 

11th St Clinic Drexel University 

Advocate Trinit y Hospital 

Albany Medical Center 

All Children's Hospital 

Arrowhead Regional Medical Facility 

Asante Three Rivers Community Hospital 

Athens Regional 

Aurora Sinai Medical Center 

Aurora St. Lukes, Milwaukee 

Avera Medical 

Azeala Health 

Bakersfield Hospital 

Ball Memorial Hospital 

Banner Desert Medical Center 

Banner Estrella Medical Center 

Banner Gateway Medical Center 

Banner Good Samaritan Medical Center 

Banner Health 

Banner MD Anderson Cancer Center 
B^ner^Thunderbird 
Baptist Bartlett Clinic 
Baptist Health 

Baptist Health Care West Florida Hospital 
Baptist Health Medical Group 
Baptist Hospital 
Baptist Hospital Nashville 
Baptist Hospital Nassau 

Baptist Hospitals of Southeast Texas dba Memorial Hermann Baptist Beaumont Hospital 
Baptist Medical Center 
Baptist Memorial Hospital 
Baptist South 

Barnes-Jewish Hospital. St. J^uis M^ 

Baton Rouge General Medical Center 

Baxter Hospital 

Bay Medical Hospital 

Bayhealth Medical Center 

Baylor Medical Center 

Baylor Plano Hospital 

Baylor University Medical Center 

Baylor University Medical Center Dallas, TX 

Baystate 

Berlin Memorial 

Beth Israel Deaconess Medical Center Boston, MA 
Beth Israel Medical Center 
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Beth Isreal Hospital, NJ 
Beverly Hospital 

Binghamton General Hospital/UHS 
Birhmingham Clinic 
Bluestone Health Center 

Bon Secours Hospitals - St. Francis Medical Center 
Bon Secours Mary Immaculate 
Bon Secours Maryview Medical Center 
Bon Secours St Francis Health System 

Brackenridge Hospital _ _ 

Breast Cancer Specialist...as parnter of TX Oncology 

Bridgeport Hospital 

Brigham and Women's Hospital 

Bringham Hospital In Boston 

Bronx Lebanon 

Brooklyn Hospital 

Broward General Hospital 

Brunswick Hospital Southeast Georgia Regional Medical Center 

Bucyrus Community Hospital 

California Hospital Medical Center 

California Pacific Medical Center 

Came Care 

Cancer Center of Oxford 

Cancer Therapy & Research Center at The University of Texas 

Candler Hospital 

Cape Cod Hospital TB02601 

Cardinal Glennon Children's Medical Center 

Carillon Roanoke Memorial Hospital 

Carolina Coastal 

Carolinas Medical Center 

Cedar Sinai Hospital, Los Angeles, CA 

Cedars-Sinai Medical Center 

Central Baptist Hospital 

Centura Health-Avista Adventist Hospital 

Charleston Area Medical Center 

Children's Hospital 

Children's Hospital of King Daughter 

Children's Hospital of Oakland 

Children's Hospital of Pittsburgh 

Children's Medical Center 

Children's National Medical Center 

Chippewa County War Memorial Hospital 

CHOP 

Christ Hospital 

Christiana Care Health System 
Christus Schumbert It is a 340B entity 
Christus Spohn Hospital Corpus Christy South 
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Citizen's Baptist Medical Center 

City of Hope Hospital 

City of Hope National Medical Center 

Claiborne County Hospital 

Clara Maass Medical Center 

Cleveland Clinic Florida 

Cleveland Clinic Foundation 

Cleveland Metro Health 

CMC-Pineville 

Community Care 

Community Health Center of Greater Dayton 
Community Health Center of Yavapai 
Community Hospital 
Community Hospital of San Bernadino 
Community Regional Medical Center 
Conemaugh Memorial Medical Center 
Contra Costa Regional Medical Center 
Conway Medical Center 
Cook County Bureau of Health Services 
Cookeville Regional Medical Center 
Cooper Green Mercy Hospital 
Cooper Hospital 

Covenant Michigan Avenue Clinic 

Cox Medical Center 

Cox Medical Center (Branson) 

Cox Monett Hospital, Inc. 

Crossroads Infusion Center Spectrum Health Grand Rapids 

Crouse Hospital Syracuse 

Crozer Medical Center 

Crozer-Chester Medical Center 

aCA 

CTCA,WV 

CTCA-MidWestern 

Cullman Regional Medical Center 

Dallas County Hospital District, Parkland Health and Hospital System 

Dana Farber Cancer Center 

Dartmouth-Hitchcock Hemophilia Center 

Dartmouth-Hitchcock Medical Center 

DCH Regional Medical Center 

Dekalb Memorial 

Dell Children Hospital-Cancer Center 

Doctor's C omm unity Hospital 

Doct or's R enai s sance Hospit al _ 

Dorminy Medical Center 
Douglasville HealthCenter Hospital 
Driscoll Children's Hospital 
DSH Grady Memorial Hospital 
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OSH University Medical Center 

Duke University 

Duke University Hospital 
Duke University Medical Center 
E Alabama Cancer Center 
E.A. Conway Medical Center 
East Texas Medical Center 

Edwards Cancer Center „ _ ^ 

Einstine Medical Center 

El Rio Community Health Cente r _ __ 

Ellis Fischel Cancer Center 
Emory Clinic 

Emory University Ho spital Midtown 

Erlanger Health System University of Tennessee College of Medicine 

Erlanger Medical Center 

Essentia Health 

Family Cancer Center 

Family Health Centers of Baltimore 

Feather River Hospital Cancer Center 

Florida Hospital Altamonte Springs 

Florida Hospital South 

Florida Medical Center 

Forrest General Hospital 

Forsyth Medical Center 

Fort Sanders, TN 

Fox Chase Temple Univ Hospital 

Franklin Memorial Hospital 

Fremont Rideout Hospital 

Froedhert Hospital Milwaukee Wl 

6A Cancer Specialist 

Gaston Memorial 

Geisinger Medical Center 

Genesis Good Samaritan Medical Center Zanesville 
Georgetown Lombardi 
Georgetown Memorial Hospital 

Georgetown University Medical Center Lombardi Cancer Center 

Glennwood Hospital 

Good Samaritan Hospital 

Good Shepherd Medical Center 

Grady Hospital-Atlanta Georgia 

Grant Medical Center 

Greene Memorial Hospital Miami Valley South Sloan Kettering 

Greenville Memorial Hospital 

Guadalupe Regional Medical Center 

Gwinnett Medical Center 

Halifax Hospital 

Harbor Hospital 
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Harbor UCLA 

Harris County Hospital District 
Hartford Hospital 
Health Partnership Clinic 

HealthPark Medical Center (Lee Memorial Hospital System) 

Hennepin Medical Center 

Henry Ford 

Hermann Memorial 

Hernando County Health Dept 

Hershey Medical Center 

Highland General Hospital 

Highlands Medical Center 

Hillcrest Baptist Medical Center 

Hillman Cancer Center 

Hillsbourough County Department 

Hollings Cancer Center 

Holy Cross Medical Center 

Holy Redeemer Hospital 

Homestead Hospital, Inc. 

Hope Cancer Center 
Huntsman Cancer Institute 
Huntsville Hospital 
Iberia Medical Center 
mini Hospital 

Indiana health Center, South Bend 

Indiana University 

Inova Fairfax Hospital 

Intermountain 

Jackson General Hospital 

Jackson Hospital 

Jackson Memorial Hospital 

Jackson Memorial, Miami 

Jackson-Madison County Hospital 

Jacobi Medical Center 

James Care East Ohio East Hospital 

James Factor Program of the Ohio State University 

Jasper Memorial Hospital 

Jefferson Hospital 

Jefferson University 

Jewish Hospital 

John H. Stroger, Jr. Hospital of Cook County 

John Muir Cancer Center 

John Peter Smith Hospital 

Johns Hopkins 

Johns Hopkins Hospital 

Johns Hopkins Hospital Mercy Hospital 

Johnson City Medical Center 
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JPS Health Systems 

Kaiser Permanente Hospital 

Kaiser Permanente Medical Office 

Kalispell Regional Medical Center 

Karmanos Cancer Center 

Kelsey-Seybold Clinic 

Kern Medical Center 

Kernersville Medical Center 

Kevin Kellogg Mercy Health Partners-Hackley Campus 

Kingman Cancer Center 

Kings Brook Jewish MediacI Center 

Kings County Hospital 

Kings Daughter and Univ of KY Lexington 

L.A. Country Department of Health Services Antelope Valley Health Center 
LA General 

Lafayette General Medical Center 
Lake Health 

Lakeland Regional Med Center 

Lancaster Ge ne ral Ho spital _____ 

Lasalle County Health Department 
Laughlin Memorial Hospital, Inc. 

Leconte Medical Center 
Lee Memorial Hospital 
Lehigh Valley 

Leo Jenkins Cancer Center (affiliated with Vidant Cancer Center) 

Lexington Medical Center 

Lincoln Medical Center 

Loma Linda Cancer Center 

Long Beach Medical Center 

Long Beach Memorial 

Long Island Jewish Hospital 

Loyola University Medical Center 

LSCC OB/GYN of Roundrock Texas 

LSU Health Services Center, Shreveport 

LSU Medical Center 

Lynchburg General 

Lyndon B Johnson Hospital 

Magee Women's Hospital 

Maimonides Medical Center 

Maricopa Integrated Health Center Hospital 

Maricopa Medical Center 

Marivel Hospitai-Maricopa Integrated Health Systems 
Markey Cancer Center 
Marshfield Clinic Medical Center 
Martin Luther King Jr. 

Mass General 
Maury Regional Hospital 
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Mayo Clinic 

Mayo Clinic Rochester, MN 
McCleod Reginal Medical Center 
McGee Women's Hospital, at UPMC 
MCV Hospital 
MD Anderson 
MD Anderson, FL 
MD Anderson, TX 
Meadville Medical Center 
Medical Center of Central 6A 
Medical Center of New Orleans 

Medic al College of Ge or gia 

Medical University of SC 
Memorial Cancer Institute 
Memorial Health 

Memorial Hermann Southeast Hospital 

M emorial Hospital 

Memorial Hospital at Gulfport 
Memorial Hospital in Paolo Springs 
Memorial Medical Center 

Memorial Regional Hospital Cancer Instittute Hollywood, FL 

Memorial Sloan Kettering 

Mercer County Health Department 

Mercy Cancer Center 

Mercy Health Partners 

Mercy Hospital 

Mercy Hospital Breast Center 

Mercy Hospital, Springfied 

Mercy Medical Center 

Mercy Medical Clinic 

Mercy San Juan Hospital 

Mercy Sleep Clinic (part of Mercy Medical Springfield) 
Methodist Hospital 
Methodist Hospital Brooklyn, NY 
Methodist Hospital Indianapolis, IN 

Method is t Me thodist Center 

Metrohealth Medical Center 
Metropolitan Hospital 
Miami Baptist 
Miami Valley Hospital 
Middleton Clinic/Meritor Hospital 
Milton Hershey Medical Center 
Mission Hospital - Saint Joseph's 
Mission Memorial Hospital 
Missouri Baptist Hospital 
Moffitt 

Montefiore Medical Center 
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Montefiore Wakefield Hem One Cancer Ctr. 

Monter Cancer Center 
Moses Taylor Scranton 
Mother Frances Hospital 
Mount Sinai Hospital 
Mount Sinai Medical Center 

Mount Vernon Hospi t al 

Nash General Hospital 

Nassau University Medical Center 

Nebraska Medical Center 

Neuroscience Institute of SHNDS 

New Hanover Regional Medical Center 

New River Health 

New River Medical Center 

New York Hospital 

New York Presbytarian Hospital 

New York Presbyterian 

Newark Beth Israel Medical Center 

North Broward Hospital 

North Florida Regional Medical Center 
North Mississippi Medical Center 
Northside Hospital 
Northwestern Memorial Hospital 
Northwestern University 

Northwestern University, Rehibilitation Institute of 
Norton Cancer Institute 
Novant Forsythe Medical Center 
NYU 

Oakwood Hospital 
Ochsner Medical Center 

Ohio County Hospital 

Ohio State University 
Okaloosa County Health Department 
Oklahoma University 
Olive View Medical Center 

On slow M emorial Hospital _ _ 

Oregon Health and Science University 

Oregon Health Science Center OHSU Center for Health and Healing 
Orlando Health 

Orlando Regional Medical Center 

OSU James Cancer Center 

Our Lady of the Lake Regional Medical Center 

Ozarks Medical Center, West Plains, MO 

Palmetto Baptist Health 

Palo Pinto General Hospital 

Palomar Hospital 

Parkland Medical Center 
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Parkview 

Peacehealth Southwest Medical Center 
Peggy and Charles Stephenson Cancer Center 
Pennsylvania Hospital 
Phoebe Sumter Medical Center 
Phoenix Children's Hospital 

Piedmon t West _ 

Pinnacle Health 

Planned Parenthood of Fairfield/Shasta 
Presbyterian Hospital 
Presbyterian Intercommunity Hospital 
Provena United Samaritans Medical Center 
Providence Alaska Medical Center 

Providence Health System Southern California dba Providence Holy Cross Medical Center 

Providence Holy Cross Medical Center, CA 

Providence Hospital 

Providence Regional Medical Center 

Providence Sacred Heart 

Queens Hospital 

Rady Childrens Hospital 

Rapid City Regional Hospital 

Reading Hospital 

Regional Cancer Center 

Renown Regional Medical Center 

Rhode Island Hospital 

Rideout Memorial Hospital 

Riley Hospital, Indiana University Health 

Riverside County Medical Center 

Riverside County Regional Hospital 

Riverside Hospital 

Riverside Shore Memorial 

Rochester General, NY 

Rocky Mountain CARES 

Rogue Valley Medical Center 

R onald Re agan UCLA Medical Center 

Roper St Francis Healthcare 
Rush University 

Sacred Heart Hospital & Lehigh Valley Hospital 

Sacred Heart Hospital and Cancer Center 

Sacred Heart Hospital of Pensacola 

Sacred Heart Medical Center 

Sacred Heart Riverbend Hospital 

Saint Francis Hospital 

Saint H elena Hospital 

Saint Joseph Hospital, Orange 

Salem Hospital 
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Salinas Valley Hospital _ _ _____ 

Samaritan Medical Center 

Samarltin Pacific 

San Francisco General Hospital 
San Joaquin General Hospital 
San Ysidro Health Center 
Sanford Medical Center 
Sanford USD Medical Center 
Santa Clara Valley Medical Center 
Scott and White Memorial Hospital 
Scripps Memorial Hospital. 

Scripps Mercy, CA 

Seminole County Community Assistance 
Sentara 

Sentra Care Plex 
Sequoia 
Seton Medical 

Shands Hospital, Gainesville, FL 
Shands Hospital, Jacksonville 
Shands Sleep Center 
Shands Teaching Hopital and Clinics 
Shands, University of Florida 

Sharp Grossmont Cancer^Center 

Sharp Medical Center 



Shelby Baptist Memorial 

Shiver s/Brack enridge _ ___ 

Sinai Hospital 

Singing River Hospital 

Siteman CA Cente Barnes Jewish 

Skagit Valley Hospital (Skagit Regional Clinic Mount Vernon) 
Sleepy Hollow Open door 
Smith Clinic 

South Broward Hospital District dba Memorial Hospital 

South Florida Baptist Hospital 

South Georgia Regional Medical Center 

South Jersey Hospital 

South Seminole Hospital Orlando Health 

Southeast Alabama Medical Center 

Southern Regional Medical Center 

Sparks Regional Medical Center 

Sparrow Hospital 

Spectrum Health/Butterworth Medical Center 

spring hill regional 

Springfield Regional Hospital 
SSM DePaul 


St. Anothony's Hospital 
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St. Anthony Hospital 
St. Catherine Hospital 

St. Ch ri stopher' s Philadelphia 

St. David's Medical Center 

St. Dominic-Jackson Memorial Hospital 

St. Elizabeth Hospital 

St. Francis and University of St. Louis 

St. Francis Hospital 

St. Francis Medical Center 

St. Francis Medical Center Peoria 

St. John Hospital and Medical Center 

St. John's Mercy Medical Center 

St. John's Riverside 

St. Joseph's Hospital 

St. Jospeh Medical Center 

St. Jude's Hospital 

St. Louis University Hospital 

St. Luke's Cedar Rapids, lA 

St. Luke's Hospital 

St. Luke's Hospital of Kansas City 

St. Luke's Hospital, NY 

St. Luke's Regional Medical Center Mountain State Tumor Institute 
St. Mary's Pulmonary Care/Sleep 
St. Mary's Health Care System, Inc. 

St. Mary's Hospital 

St. Vincent Charity Medical Center 

St. Vincent Healthcare 

St. Vincent Indianapolis 

Stansbury Health Center/University of Utah 

Staten Island University 

Steward Health Care System 

Stony Brook Hospital 

Stormont-Vail Cancer Center 

Strong Memorial Hospital, University of Rochester 

SUNY Downstate 

SUNY Upstate 

Susquehanna Health Hospital 
Sutter Hospital 
Sutter Medical Center 
Swedish American Hospital 
Swedish Covenant Hospital 
Swedish Medical Center 
Tallahassee Memorial Healthcare, Inc. 

Tampa Bay General 
Tanner Medical Hospital Carrollton 
Temple University Hospital 
Tennova Healthcare 
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Terry Reilly Health Center 

Texas Harris Methodist H o spital _ 

Texas Medical Center 

The Children's Hospital Association 

The Gebhart Cancer Center at Fort Hamilton Hospital 

The Medical Center of Bowling Green 

Thomas Jefferson University Hospital 

Tift Regional Medical Center 

Tracy FAmily Clinic 

Tri-City Medical Center 

Trinitas Regional Medical Center 

Trinity Hospital 

Trintas Comprehensive Cancer Center 

Truman Medical Center 

Tuomey Healthcare System 

Tuscon Medical Center 

UAMS University of Arkansas Hospital 

UMCofEIPaso 

UMPC McKeesport 

Uniontown Hospital 

United Regional Health Care System 

Univeristy of Texas Medical Branch 

University Health Center 

University Health System 

University Hospital 

University Hospital Cleveland 

University Hospital of Newark 

University Hospital/Health System, San Antonio, TX 

University Hospitals and Clinics 

University Hos pitals Case Medical Center 

University Medical Association - University of Virginia Health System 

University Medical Center in El Paso 

University Medical Center of Southern Nevada 

University of Alabama 

University of Alabama at Birmingham 

University of Arizona Health System 

University of Arkansas for Medical Sciences Medical Center 

University of California Irvine Medicai Center 

University of California Los Angeles Ronald Regan Medical Center 

University of California San Diego 

University of California San Diego Medical Center 

University of California San Diego, La Joya 

Uni versity of Ca lifornia San Fr ancis co Hospital in Sa n Fra ncisco 

University of California, Davis Medical Center 

University of Chicago Medical Center 

University of Cincinatti 

University of Clnnclnatti Hospital 
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University of Colorado 
University of Florida 
University of Illinois Hospital 
University of Indiana Hospital 
University of Iowa Hospital 
University of Kansas 
University of Kansas Medical Center 
University of Kentucky Lexington 

University of Lolusville James Graham Brown Cancer Center 

University of Louisville 

University of Maryland 

University of Maryland Medical Center 

University of Massachusetts Memorial 

University of Medicine and Dentitry Hospital of New Jersey. 

University of Miami 

University of Miami Sylvester Cancer Center 

University of Michigan 

University of Michigan Health Systems 

University of Minnesota 

University of Mississippi Medical Center 

University of Missouri Health System 

University of New Mexico Hospital 

University of North Carolina Chapel Hill 

University of Pennsylvannia 

University of Pennsylvannia Medical Center 

University of Pittsbugh Medical Center Shadyside Family Health Center 

University of Rochester Medical Center Strong Memorial Hospital Willmont Cancer Center 

University of South Alabama Medical Center 

University of South Carolina 

University of Southern California 

University of Tennessee Medical Center 

University of Texas El Paso 

University of Texas Galveston 

University of Texas Health Center at Tyler 

University of Toledo Medical Center 

University of Utah Huntsman Cancer Hospital 

University of Utah Medical Center 

University of Virginia 

University of Washington 

University of Wisconsin Hospitals 

UPMC 

UPMC-West 
UPMC Cancer Center 
UPMC Greenville 
jJPMCM^^ __ 

UPMC Shadyside 
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UPMC St. Margaret 

Upstate University Hospital 

USA Mitchell Center (Part of USA Medical Center) 

use Medical Center 

USC-Kek Cancer Center 

UT HealthScience Center 

UT Southwestern Medical Cancer 

VA Brooklyn 

VA Hospital 

Valley Baptist Medical Center 
Valley Medical Center 
Vanderbilt University 
Vanderbilt University Hospital 
veu Medical Center 
Ventura County Medical Center 
Ventura Memorial Hospital 
Veterans Administration 

Veteran s Administrati on Hospital in West Haven^CT 
Via Christ! Hospital Pittsburg 
Villa Ricker 

Virginia Commonwealth University 

Wginia Commonwe^th Universi^ Hospital, VA 

Wade Family Medical Center 

Wake Forest University Baptist Medical Center 

Wake Medical Center 

Waldo County General Hospital 

War Memorial Hospital 

Warren Hospital 

Wellmont Health Systems 

Wellstar Cobb 

Wellstar Cobb (Kennestone) 

West Clinic, Knoxville, TN 
West Georgia Medical Center 
West Jefferson Medical Center 
Westchester Medical Center, NY 
Western Maryland Health System 
Western Pennsylvania Hospital 
White County Medical Center 
White Memorial Medical Center 
Willis Knighton CC 
Wilson Medical Center 
Winston Salem Health Care 
Winter Haven Hospital 
Woodland Memorial Hospital 
Wyckoff Hospital Brooklyn 
Yale Medical Center 


Yale New Haven Hospital 
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York Hospital 
Zufall Health Center 
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